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Summary {#efs25211-sec-0001}
=======

Commission Implementing Regulation (EU) No 844/2012 (hereinafter referred to as 'the Regulation') lays down the procedure for the renewal of the approval of active substances submitted under Article 14 of Regulation (EC) No 1107/2009. The list of those substances is established in Commission Implementing Regulation (EU) No 686/2012. Dimethenamid‐P is one of the active substances listed in Regulation (EU) No 686/2012.

In accordance with Article 1 of the Regulation, the rapporteur Member State (RMS), Germany, and co‐rapporteur Member State (co‐RMS), Bulgaria, received an application from BASF Nederland B.V. for the renewal of approval of the active substance dimethenamid‐P. In addition, BASF Nederland B.V. submitted applications for maximum residue levels (MRLs), as referred to in Article 7 of Regulation (EC) No 396/2005. Complying with Article 8 of the Regulation, the RMS checked the completeness of the dossier and informed the applicant, the co‐RMS (Bulgaria), the European Commission and the European Food Safety Authority (EFSA) about the admissibility.

The RMS provided its initial evaluation of the dossier on dimethenamid‐P in the renewal assessment report (RAR), which was received by EFSA on 11 August 2016. The RAR included a proposal to set MRLs, submitted under Article 7 of Regulation (EC) No 396/2005. In accordance with Article 12 of the Regulation, EFSA distributed the RAR to the Member States and the applicant, BASF Nederland B.V., for comments on 7 October 2016. EFSA also provided comments. In addition, EFSA conducted a public consultation on the RAR. EFSA collated and forwarded all comments received to the European Commission on 8 December 2016.

Following consideration of the comments received on the RAR, it was concluded that additional information should be requested from the applicant and that EFSA should conduct an expert consultation in the areas of mammalian toxicology, residues, environmental fate and behaviour, and ecotoxicology.

In accordance with Article 13(1) of the Regulation, EFSA should adopt a conclusion on whether dimethenamid‐P can be expected to meet the approval criteria provided for in Article 4 of Regulation (EC) No 1107/2009 of the European Parliament and of the Council and give a reasoned opinion concerning MRL applications as referred to in Article 10(1) of Regulation (EC) No 396/2005.

The conclusions laid down in this report were reached on the basis of the evaluation of the representative uses of dimethenamid‐P as a herbicide on annual monocotyledonous and dicotyledonous weeds in winter oilseed rape, maize, sweet corn, soybean, sunflower and sugar beet as proposed by the applicant. MRLs were assessed in tree nuts (almonds, Brazil nuts, cashew nuts, chestnuts), pome fruits, stone fruits, horse radish, turnip, swedes, spring and Welsh onions, pumpkin, fruiting vegetables (cucumber, zucchini, patisson, melon and water melon, pumpkin oil, sweet corn) brassicas vegetables (cauliflower, broccoli, Brussels sprout, head cabbage, Chinese cabbage, kale) fresh beans with pods, leek, beans, lupine (pulses), sunflower and oil rapeseed.

Full details of the representative uses and the proposed MRLs can be found in Appendix [A](#efs25211-sec-1001){ref-type="sec"} of this report.

The uses of dimethenamid‐P according to the representative uses proposed at European Union (EU) level result in a sufficient herbicidal efficacy against the target weeds.

A data gap was identified for a search of the scientific peer‐reviewed open literature on the active substance and its relevant metabolites dealing with side effects on environment and non‐target species and for a search of the published literature for relevant metabolites in the human health area.

In the area of identity, physical--chemical properties and analytical methods data gaps were not identified.

In the mammalian toxicology area, data gaps were identified to assess the toxicological relevance of most impurities present in the technical specification, for the residue definition of body fluids relevant to human biomonitoring, to address the phototoxicity and photomutagenicity potential for ultraviolet B (UVB) absorbers (although there is currently no validated test method available), to identify (and validate) analytical methods used for the analysis of dietary preparations in reproductive and developmental toxicity studies, and to address the hazard identification and characterisation for a number of metabolites relevant to consumer exposure (repeated‐dose toxicity and in some cases genotoxic potential of the metabolites). Due to genotoxicity alerts in quantitative structure--activity relationship (QSAR) analysis, the metabolite M656PH051 was found to be toxicologically relevant if found in groundwater above the parametric value of 0.1 μg/L. The technical material specification proposed was not comparable to the material used in the testing that was used to derive the toxicological reference values and a critical area of concern has been identified.

Several data gaps were identified in the residue section related to the representative uses and the consumer risk assessment cannot be finalised pending upon the comprehensive livestock assessment. A data gap was also identified on the level of residues, for the parent and its relevant metabolites in pollen and bee products.

As regards for the MRL application, MRLs were proposed only in cases where the data were sufficient to support the intended Good Agricultural Practice (GAP). In the consumer risk assessment covering those uses, the toxicological reference values have not been exceeded.

The data available on environmental fate and behaviour were sufficient to carry out the required environmental exposure assessments at the EU level for the representative uses with some notable exceptions. A data gap was identified for information on the effect of water treatment processes on the nature of residues of both the active substance and its identified metabolites potentially present in surface and groundwater, when surface water or groundwater are abstracted for drinking water. This gap leads to the consumer risk assessment from the consumption of drinking water being not finalised for all the representative uses. Additionally, the available aquatic exposure assessment cannot be considered fully addressed due to the data gap identified for additional predicted environmental concentration in surface water (PEC~sw~) and predicted environmental concentration in sediment (PEC~sed~) calculations for all representative uses applying a default value of 1,000 days for the degradation half‐lives in water (DegT~50wat~) as modelling input and the degradation half‐lives total (DegT~50tot~) endpoint for the degradation half‐lives in sediment (DegT~50sed~) as modelling input for dimethenamid‐P. The potential for groundwater exposure by the soil metabolites M656PH023, M656PH027 and M656PH031 is predicted to be high over a wide range of geoclimatic conditions represented by the Forum for the Co‐ordination of Pesticide Fate Models and their Use (FOCUS) groundwater scenarios. Indicative predicted environmental concentration in groundwater (PEC~gw~) calculations for metabolites (M656PH003, M656PH010, M656PH032, M656PH043, M656PH045, M656PH047, M656PH049, M656PH050, M656PH051, M656PH052, M656PH053, M656PH054, M656H055, M656PH059 and M656PH062) only found in the lysimeter leachates at concentrations above 0.1 μg/L showed that these metabolites will exceed the trigger of 0.1 μg/L in several or all FOCUS scenarios. However, a reliable groundwater exposure assessment for the lysimeter metabolites needs to be performed when valid adsorption and soil degradation rates will be available for these metabolites. According to the information available in the mammalian toxicology section, metabolite M656PH051 is considered relevant should they occur in groundwater above the parametric drinking water limit of 0.1 μg/L, leading to a critical area of concern. All the other metabolites, including metabolites M656PH023, M656PH027 and M656PH031, are not relevant up to stage 3 of step 3 of the guidance document on the assessment of the relevance of metabolites in groundwater (European Commission, [2003a](#efs25211-bib-0014){ref-type="ref"}). However, as the PEC~gw~ exceeds 0.75 μg/L in at least one FOCUS scenario, a consumer exposure calculation via drinking water is triggered. For metabolites M656PH043, M656PH049, M656PH050, M656PH053 (isomers 1 and 2), M656PH055, M656PH059 (isomers 1 and 3), the consumer exposure assessment cannot be finalised due to missing toxicological data (see Sections [2](#efs25211-sec-0007){ref-type="sec"} and [3](#efs25211-sec-0008){ref-type="sec"}).

In the area of ecotoxicology, data gaps were identified for further information to address the long‐term risk to large herbivorous mammals and the risk to aquatic organisms for several uses of dimethenamid‐P. A data gap was identified for further information to address the risk to honeybees for dimethenamid‐P and its metabolites in line with EFSA ([2013a](#efs25211-bib-0004){ref-type="ref"},[b](#efs25211-bib-0005){ref-type="ref"}). A data gap for further information to address the effects on non‐target terrestrial plants was also identified.

Background {#efs25211-sec-0003}
==========

Commission Implementing Regulation (EU) No 844/2012[1](#efs25211-note-1004){ref-type="fn"} (hereinafter referred to as 'the Regulation') lays down the provisions for the procedure of the renewal of the approval of active substances, submitted under Article 14 of Regulation (EC) No 1107/2009.[2](#efs25211-note-1005){ref-type="fn"} This regulates for the European Food Safety Authority (EFSA) the procedure for organising the consultation of Member States, the applicant(s) and the public on the initial evaluation provided by the rapporteur Member State (RMS) and/or co‐rapporteur Member State (co‐RMS) in the renewal assessment report (RAR), and the organisation of an expert consultation where appropriate.

In accordance with Article 13 of the Regulation, unless formally informed by the European Commission that a conclusion is not necessary, EFSA is required to adopt a conclusion on whether the active substance can be expected to meet the approval criteria provided for in Article 4 of Regulation (EC) No 1107/2009 within 5 months from the end of the period provided for the submission of written comments, subject to an extension of an additional 3 months where additional information is required to be submitted by the applicant(s) in accordance with Article 13(3).

In accordance with Article 1 of the Regulation, the RMS Germany and co‐RMS Bulgaria received an application from BASF Nederland B.V. for the renewal of approval of the active substance dimethenamid‐P. In addition, BASF Nederland B.V. submitted applications for maximum residue levels (MRLs) as referred to in Article 7 of Regulation (EC) No 396/2005[3](#efs25211-note-2003){ref-type="fn"}. Complying with Article 8 of the Regulation, the RMS checked the completeness of the dossier and informed the applicant, the co‐RMS (Bulgaria), the European Commission and EFSA about the admissibility.

The RMS provided its initial evaluation of the dossier on dimethenamid‐P in the RAR, which was received by EFSA on 11 August 2016 (Germany, [2016](#efs25211-bib-0032){ref-type="ref"}). The RAR included a proposal to set MRLs, submitted under Article 7 of Regulation (EC) No 396/2005.

In accordance with Article 12 of the Regulation, EFSA distributed the RAR to the Member States and the applicant, BASF Nederland B.V., for consultation and comments on 7 October 2016. EFSA also provided comments. In addition, EFSA conducted a public consultation on the RAR. EFSA collated and forwarded all comments received to the European Commission on 8 December 2016. At the same time, the collated comments were forwarded to the RMS for compilation and evaluation in the format of a reporting table. The applicant was invited to respond to the comments in column 3 of the reporting table. The comments and the applicant\'s response were evaluated by the RMS in column 3.

The need for expert consultation and the necessity for additional information to be submitted by the applicant in accordance with Article 13(3) of the Regulation were considered in a telephone conference between EFSA and the RMS on 7 March 2017. On the basis of the comments received, the applicant\'s response to the comments and the RMS\'s evaluation thereof, it was concluded that additional information should be requested from the applicant, and that EFSA should conduct an expert consultation in the areas of mammalian toxicology, residues, environmental fate and behaviour, and ecotoxicology.

The outcome of the telephone conference, together with EFSA\'s further consideration of the comments, is reflected in the conclusions set out in column 4 of the reporting table. All points that were identified as unresolved at the end of the comment evaluation phase and which required further consideration, including those issues to be considered in an expert consultation, were compiled by EFSA in the format of an evaluation table.

The conclusions arising from the consideration by EFSA, and as appropriate by the RMS, of the points identified in the evaluation table, together with the outcome of the expert consultation and the written consultation on the assessment of additional information, where these took place, were reported in the final column of the evaluation table.

A final consultation on the conclusions arising from the peer review of the risk assessment and on the proposed MRLs took place with Member States via a written procedure in December--January 2018.

Based on the comments received by Member States during the written consultation on the draft EFSA conclusion, a second expert consultation and written procedure on outstanding issues regarding the Mammalian Toxicology assessment was deemed to be necessary. Therefore, EFSA organised an ad‐hoc Pesticides Peer Review expert consultation on Mammalian Toxicology in January 2018 (TC 171). A second Member States consultation via written procedure followed in February 2018.

This conclusion report summarises the outcome of the peer review of the risk assessment of the active substance and the representative formulation, evaluated on the basis of the representative uses of dimethenamid‐P as a herbicide on annual monocotyledonous and dicotyledonous weeds in winter oilseed rape, maize, sweet corn, soya bean, sunflower and sugar beet, as proposed by the applicant.

MRLs were assessed in tree nuts, pome fruits, stone fruits, horse radish, turnip, swedes, spring and Welsh onions, pumpkin, fruiting vegetables, brassicas vegetables, fresh beans with pods, leek, beans, lupine (pulses), sunflower and oil rapeseed. A list of the relevant end points for the active substance and the formulation and the proposed MRLs is provided in Appendix [A](#efs25211-sec-1001){ref-type="sec"}.

In addition, a key supporting document to this conclusion is the peer review report (EFSA, [2018](#efs25211-bib-0007){ref-type="ref"}), which is a compilation of the documentation developed to evaluate and address all issues raised in the peer review, from the initial commenting phase to the conclusion. The peer review report comprises the following documents, in which all views expressed during the course of the peer review, including minority views, where applicable, can be found: the comments received on the RAR;the reporting table (7 March 2017);the evaluation table (23 February 2018);the reports of the scientific consultation with Member State experts (where relevant);the comments received on the assessment of the additional information (where relevant);the comments received on the draft EFSA conclusion.

Given the importance of the RAR, including its revisions (Germany, [2018](#efs25211-bib-0033){ref-type="ref"}) , and the peer review report, both documents are considered as background documents to this conclusion and thus are made publicly available.

It is recommended that this conclusion report and its background documents would not be accepted to support any registration outside the European Union (EU) for which the applicant has not demonstrated that it has regulatory access to the information on which this conclusion report is based.

The active substance and the formulated product {#efs25211-sec-0004}
===============================================

Dimethenamid‐P is the ISO common name for (*S*)‐2‐chloro‐*N*‐(2,4‐dimethyl‐3‐thienyl)‐*N*‐(2‐methoxy‐1‐methylethyl)acetamide (IUPAC).

The representative formulated products for the evaluation were 'BAS 656 12 H', an emulsifiable concentrate (EC) containing 720 g/L of dimethenamid‐P and 'BAS 830 01 H', a suspo‐emulsion (SE) containing 333 g/L dimethenamid‐P and 167 g/L quinmerac.

The representative uses evaluated for 'BAS 656 12 H' as a herbicide were spray applications against annual monocotyledonous and dicotyledonous weeds in maize, sweet corn, soya bean, sunflower and sugar beet. The representative uses evaluated for 'BAS 830 01 H' as a herbicide were spray applications against annual monocotyledonous and dicotyledonous weeds in winter oilseed rape. Full details of the Good Agricultural Practices (GAPs) can be found in the list of end points in Appendix [A](#efs25211-sec-1001){ref-type="sec"}.

Data were submitted to conclude that the uses of dimethenamid‐P according to the representative uses proposed at EU level result in a sufficient herbicidal efficacy against the target weeds following the guidance document SANCO/2012/11251‐rev. 4 (European Commission, [2014](#efs25211-bib-0018){ref-type="ref"}).

A data gap has been identified for a search of the scientific peer‐reviewed open literature on the active substance and its relevant metabolites, dealing with side effects on the environment and non‐target species and for a search for relevant metabolites in the human health area published within the 10 years before the date of submission of the dossier, to be conducted and reported in accordance with EFSA guidance on the submission of scientific peer‐reviewed open literature for the approval of pesticide active substances under Regulation (EC) No 1107/2009 (EFSA, [2011](#efs25211-bib-0003){ref-type="ref"}).

Conclusions of the evaluation {#efs25211-sec-0005}
=============================

1. Identity, physical/chemical/technical properties and methods of analysis {#efs25211-sec-0006}
===========================================================================

The following guidance documents were followed in the production of this conclusion: SANCO/3029/99‐rev. 4 (European Commission, [2000a](#efs25211-bib-0010){ref-type="ref"}), SANCO/3030/99‐rev. 4 (European Commission, [2000b](#efs25211-bib-0011){ref-type="ref"}), SANCO/825/00‐rev. 8.1 (European Commission, [2010](#efs25211-bib-0016){ref-type="ref"}).

The new proposed reference specification for dimethenamid‐P is based on batch data from industrial scale production and on quality control data. The proposed minimum purity of the technical material is 930 g/kg. It should be noted that based on the batch data a higher minimum active substance specification could have been proposed (960 g/kg). 1,1,1,2‐Tetrachloroethane (TCE) is considered relevant impurity with a limit of maximum 1 g/kg. An FAO specification is not available.

The assessment of the data package revealed no issues that need to be included as critical areas of concern with respect to the identity, physical, chemical and technical properties of dimethenamid‐P or the representative formulations. The main data regarding the identity of dimethenamid‐P and its physical and chemical properties are given in Appendix [A](#efs25211-sec-1001){ref-type="sec"}.

Adequate methods are available for the generation of pre‐approval data required for the risk assessment. Methods of analysis are available for the determination of the active substance in the technical material using chiral chromatography. Appropriate high‐performance liquid chromatography with ultraviolet (HPLC‐UV) detection methods are available for the quantification of the active substance in the representative formulations. Gas chromatography with flame ionisation detection (GC‐FID) methods are available for the determination of the relevant impurity in the technical material and representative formulations.

The residue definition for monitoring for food and feed of plant origin was set to sum of stereoisomers of dimethenamid + metabolites M656H026 and M656PH030, expressed as dimethenamid‐P. Monitoring the compounds of the residue definition can be done by liquid chromatography with tandem mass spectrometry (LC--MS/MS) with limit of quantifications (LOQs) of 0.01 mg/kg for each substance in all commodity groups. The modified QuEChERS method is also applicable for the determination of the compounds of the residue definition with LOQs of 0.01 mg/kg for each substance in all commodity groups. The residue definition for monitoring for food and feed of animal origin was defined as sum of stereoisomers of metabolites M656H026 and M656PH030, expressed as dimethenamid‐P. The compounds of the residue definition for animal matrices can be determined using LC--MS/MS with LOQs of 0.01 mg/kg for each compound in muscle, kidney, liver, fat, milk and egg.

The residue definition for monitoring in the environmental matrices was defined as sum of stereoisomers of dimethenamid. LC--MS/MS methods exist for the determination of the sum of enantiomers of dimethenamid in soil, water and air with LOQs of 0.005 mg/kg, 0.03 μg/L and 1.5 μg/m^3^, respectively.

The residue definition for monitoring in the body fluids and tissues is still open (see Section [2](#efs25211-sec-0007){ref-type="sec"}). LC--MS/MS enforcement methods exist for the determination of the sum of enantiomers of dimethenamid residues in body fluids and tissues with a LOQ of 0.01 mg/kg.

It should be noted that the monitoring methods are not enantioselective.

2. Mammalian toxicity {#efs25211-sec-0007}
=====================

The following guidance documents were followed in the production of this conclusion: SANCO/221/2000‐rev. 10‐final (European Commission, [2003a](#efs25211-bib-0014){ref-type="ref"}), SANCO/10597/2003‐rev. 10.1 (European Commission, [2012](#efs25211-bib-0017){ref-type="ref"}) and Guidance on dermal absorption (EFSA PPR Panel, [2012](#efs25211-bib-0008){ref-type="ref"}) and Guidance on the application of the classification, labelling and packaging (CLP) Criteria (ECHA, [2015](#efs25211-bib-0001){ref-type="ref"}).

Dimethenamid‐P was discussed during the Pesticides Peer Review Meeting 162 (Session 1) in September 2017 and a focused peer review experts' consultation on metabolites and the acceptable daily intake (ADI) was held in January 2018 (TC 171) to tackle outstanding issues identified during the written consultation on the draft EFSA conclusion.

The technical specification (either the original or the newly proposed one) is not supported by the toxicological assessment, leading to a critical area of concern. Insufficient information has been provided to assess the toxicological relevance of the impurities present in the technical specification (data gap). TCE is also a relevant impurity due to its inclusion in the list of dangerous substances of the Regulation (EC) No 1907/2006[4](#efs25211-note-1006){ref-type="fn"} of the European Parliament and its maximum amount should not exceed the 1 g/kg. Validated analytical methods have been provided for the analysis of dietary preparations used in short‐term dog studies (key studies to derive the ADI and acceptable operator exposure level (AOEL), and long‐term and carcinogenicity studies, including blood sampling for bioavailability analysis in mouse. However, analytical methods used in reproductive and developmental toxicity studies (key studies for setting the acute reference dose (ARfD) and acute acceptable operator exposure level (AAOEL)) have not been identified; it is therefore unknown whether they were appropriate or validated (data gap and issue that could not be finalised).

The toxicological dossier of dimethenamid‐P is based on studies performed on both dimethenamid as racemic mixture (50:50 *R*/*S*‐isomers) and on the *S*‐isomer alone that has been shown to retain the herbicidal activity. Comparison of acute, short‐term toxicity, genotoxicity and developmental toxicity performed on both substances has determined that they present a similar toxicological profile at equivalent dose levels and that all available studies for the racemic mixture could be considered in the hazard identification and characterisation of dimethenamid‐P.

Dimethenamid‐P absorption is extensive, the active substance is widely distributed and metabolised, and it is also rapidly excreted evenly through urine and faeces via bile. Comparative interspecies *in vitro* metabolism did not detect human‐specific metabolites. Since dimethenamid‐P is metabolised to a high number of minor metabolites, a residue definition for body fluids (blood, plasma and urine) should be considered for the purpose of human biomonitoring, since the issue was not discussed during the peer review, it remains open and a data gap has been identified.

Moderate to low acute toxicity was observed when dimethenamid‐P was administered by the oral, dermal or inhalation routes; no skin or eye irritation was attributed to the active substance; however, a potential to cause skin sensitisation has been identified. Accordingly, the harmonised classification according to Reg. (EC) 1272/2008[5](#efs25211-note-1007){ref-type="fn"} as Acute Tox 4, H302 'harmful if swallowed' and Skin Sens 1, H317 'may cause an allergic skin reaction' is confirmed by the current assessment.[6](#efs25211-note-1008){ref-type="fn"} Dimethenamid‐P did not show phototoxic potential in the *in vitro* 3T3 Neutral Red Uptake Phototoxicity (NRU‐PT) test. The test might not be appropriate for ultraviolet B (UVB) absorbers such as dimethenamid‐P; however, no validated methods are available to address properly UVB absorbers. This applies to both phototoxicity and photomutagenicity (data gap).

The target organ of dimethenamid‐P is the liver in rats, mice and dogs (increased weight, biochemical and histopathological changes) either upon short‐ or long‐term exposure; the relevant short‐term no‐observed adverse effect level (NOAEL) is 4.3 mg/kg body weight (bw) per day from the 90‐day dog study and the relevant long term NOAEL is 5 mg/kg bw per day from the 2‐year study in rats. There were no evidence of carcinogenic potential of dimethenamid‐P in rats or mice and no genotoxic potential is attributed to the active substance *in vivo*. Regarding the reproductive toxicity, there was no evidence for impairment of the reproduction or fertility induced by dimethenamid‐P. Developmental effects such as embryolethality in rabbits or delayed ossification in rats were observed at dose levels producing maternal toxicity, which, in case of rats resulted in a low‐observed adverse effect level (LOAEL) of 25 mg/kg bw per day for reduced body weight observed in the first days of dosing. Accordingly, no proposal for classification regarding the developmental toxicity is proposed. Dimethenamid‐P is not classified or proposed to be classified as carcinogenic or toxic for reproduction category 2, on this basis, the conditions of the interim provisions of Annex II, Point 3.6.5 of Regulation (EC) No 1107/2009 concerning human health for the consideration of endocrine‐disrupting (ED) properties are not met. From a scientific perspective, it was noted that sensitive endpoints pertaining to the OECD level 5 (OECD, [2012](#efs25211-bib-0030){ref-type="ref"}) had not been investigated in the submitted multigeneration study or other studies such as thyroid hormone measurements; however, no concern arouse from the existing studies and mechanistic information available from the ToxCAST database did not indicate a biologically relevant interference of dimethenamid (racemic mixture) with the androgen, oestrogen or thyroid receptor pathways supporting the conclusion that dimethenamid‐P is unlikely to present an endocrine‐mediated mode of action. There was also no evidence for a neurotoxic or immunotoxic potential of the active substance.

A large number of toxicological data has been generated on **metabolites** relevant to the environment and consumer exposure, in particular through groundwater exposure. Considering the multitude of breakdown products identified, the RMS proposed to group the metabolites based on their chemical structure, their expected metabolism, the coverage by toxicity studies and QSAR analysis. The proposed approach was generally not considered adequate by the majority of the experts; however, some structure similarities were used to characterise the toxicity profile of some metabolites and the QSAR analysis was considered sufficient, when conclusive, to characterise the genotoxic potential of the individual metabolites. Based on structure similarity, the toxicological reference values of dimethenamid‐P are applicable to metabolites, M656PH003, M656PH011, M656PH026, M656PH030, M656PH032, M656PH040 and M656PH081, which are considered unlikely to be genotoxic. For other metabolites, M656PH023, M656PH027, M656PH031, M656PH045, M656PH047, M656PH054 and M656PH062, lower toxicity has been determined through short term (28‐day) toxicity studies and the experts agreed that the toxicological reference values of the parent would apply to these metabolites as well, however, if refinement is necessary to perform the consumer exposure assessment, specific ADI were established (between 0.1 and 1.17 mg/kg bw per day). Genotoxicity data have been provided for some metabolites, showing no concern (M656PH043, M656PH049, M656PH050, M656PH052, M656PH053 (isomers 1 and 2), M656H055 and M656PH059 (three isomers), but repeated dose toxicity relevant to consumer exposure has to be provided (data gap, see Section [3](#efs25211-sec-0008){ref-type="sec"}). With regard to metabolites M656PH051, and pending on further assessment in the environmental fate and behaviour area, M656PH010, repeated dose toxicity including genotoxicity profile needs to be provided to perform a consumer risk assessment. In addition, due to genotoxicity alerts in QSAR analysis, the metabolite M656PH051 was found to be toxicologically relevant if found in groundwater above the parametric value of 0.1 μg/L. It is noted that the RMS disagreed with the conclusion reached by the majority of the experts regarding the requirements for further toxicological data on metabolites, in particular with regards to metabolite M656PH051; according to the grouping approach proposed, the RMS expressed the view that the toxicity of the metabolites is covered by the toxicological testing of M656PH030 and M656PH031.

During the pesticide Peer Review meeting (PPR 162), the experts established an ADI for dimethenamid‐P of 0.05 mg/kg bw per day based on the NOAEL of 5 mg/kg bw per day from the 2‐year study in rats. The ADI was re‐considered during the TC 171 and all experts supported the RMS opinion that the ADI should be based on the lower NOAEL of 4.3 mg/kg bw per day (as done in establishing the acceptable operator exposure level), from the 90‐day study in dogs, supported by the 2‐year study in rats. Applying the standard uncertainty factor (UF) of 100, the appropriate ADI is 0.04 mg/kg bw per day. The previously set ADI was 0.02 mg/kg bw per day from a 1‐year study in dogs (European Commission, [2003b](#efs25211-bib-0015){ref-type="ref"}) that has been considered as unacceptable according to current state of science. The AOEL is 0.04 mg/kg bw per day on the same basis as the ADI, no correction being needed to account for the oral absorption; it is the same value obtained from the same basis as previously established (European Commission, [2003b](#efs25211-bib-0015){ref-type="ref"}). The newly ARfD is 0.08 mg/kg bw based on the maternal LOAEL of 25 mg/kg bw per day for reduced body weight in the first days of dosing from the developmental toxicity study in rats, applying an additional uncertainty factor of 3 to account for the basis of a LOAEL to the standard UF of 100. The ARfD previously set was 0.25 mg/kg bw based on a 4‐week mechanistic study in rats (European Commission, [2003b](#efs25211-bib-0015){ref-type="ref"}). The AAOEL is 0.08 mg/kg bw, following the same basis as the ARfD, applying a standard UF of 100, no correction needed regarding the oral absorption.

Two representative formulations have been assessed, BAS 656 12 H, containing dimethenamid‐P alone and BAS 830 01 H, containing the active substances dimethenamid‐P and quinmerac. Personal protective equipment (PPE) has to be worn by operators applying dimethenamid‐P in both formulations to ensure that either the AAOEL or the AOEL are not exceeded according to the EFSA calculator (in line with the results of the German model). Estimated worker exposure does not exceed the AOEL, even when no specific PPE are worn according to Krebs et al. ([2000](#efs25211-bib-0026){ref-type="ref"}), however, according to the EFSA calculator, workwear and gloves have to be worn to ensure that the AOEL is not exceeded. Estimated bystander and resident\'s exposure does not exceed the (A)AOEL according to Martin et al. ([2008](#efs25211-bib-0027){ref-type="ref"}) for both formulations and according to the EFSA calculator for the BAS 830 01 H formulation. For the BAS 656 12 H formulation, the EFSA calculator identifies a risk for children residents re‐entering treated fields (re‐entry: 142% of the AOEL and sum of exposure: 160% of the AOEL) as Tier 1 estimation, that may be overestimated for herbicide treatment at early stages of plant growth -- but representative GAPs include later stage of plant growth.

A literature search did not identified relevant documents except for articles relevant to the assessment of the endocrine disrupting properties of the active substance; the search did not include the relevant metabolites and a data gap has been identified.

3. Residues {#efs25211-sec-0008}
===========

The assessment in the residue section is based on the OECD guidance document on overview of the residue chemistry studies (OECD, [2009](#efs25211-bib-0028){ref-type="ref"}), the OECD publication on MRL calculations (OECD, [2011](#efs25211-bib-0029){ref-type="ref"}), the European Commission guideline on MRL setting (European Commission, [2017](#efs25211-bib-0019){ref-type="ref"}) and the Joint Meeting on Pesticide Residues (JMPR) recommendations on livestock burden calculations (JMPR, [2004](#efs25211-bib-0024){ref-type="ref"}, [2007](#efs25211-bib-0025){ref-type="ref"}).

The assessment in the residue section was discussed at the Pesticides Peer Review Meeting 164 (September 2017).

Metabolism studies in plants were conducted with dimethenamid‐P upon foliar application in maize (0.8N) and soil application in soya bean (1.2N), with dimethenamid (*R*/*S*) racemic mixture upon foliar application in maize (1.5N), sugar beet (1.6N) and soil application in soya bean and maize (2N). In soya bean, in the old study conducted with the racemic mixture, M656PH023 was recovered in forage (16% total radioactive residues (TRRs)), in beans (7% TRRs) and hay (5% TRRs) while in the new study it co‐eluted with M656PH051. M656PH027 was common in both studies recovered in hay (12% TRRs), M656PH026 was not found, while M656PH030 was recovered only in the old studies together with M656PH031 in beans (12% TRRs). In the new study there was not metabolite\'s identification in seed.

In maize, the metabolic pattern is similar trough studies conducted with dimethenamid‐P and dimethenamid (*R*/*S*) foliar application, yielding similar metabolites, M656PH026 and M656PH030. M656PH030 was above 10% of TRRs in straw and forage while M656PH026 was recovered above 10% TRR in maize forage only. It is not known whether M656PH030 resulted from the conversion of M656PH026 to M656PH030. There is no metabolites' identification in maize grain. In sugar beet, the main compounds were M656PH030 recovered in leaves (9.4% TRRs) and M656PH027 found lower than 10% TRRs in roots and leaves. A slightly different metabolic pattern between new and old studies was noted and since the specific enantiomeric behaviour of dimethenamid was not investigated in the plant metabolism, a different metabolic pathway through the different crops it cannot be excluded. The isomeric behaviour was investigated in fate section and no switch between *R*‐ and *S*‐isomers occurred (see section [4](#efs25211-sec-0011){ref-type="sec"}); however, the isomeric behaviour in plant would be desirable to be investigated also.

Two confined rotational crop studies were available, a new one conducted with dimethenamid‐P (1.2N) in spinach, radish, wheat and an old study conducted with dimethenamid (*R*/*S*) (5.1N), in lettuce, carrot and spring wheat considered supplementary only. All three plant‐back intervals (PBIs) are covered. From the new study, it is observed that level of TRRs decreased significantly from the first (0.19 mg/kg wheat grain) to the third crop rotation (0.03 mg/kg). M656PH051 and M656PH081 were the only metabolites identified in wheat forage, hay and straw at levels \< 10% TRR (PBI 30 and 120 days), while in white radish M656PH081 account 11% TRRs (PBI 30 days). Significant part of the radioactive residues were characterised as a polar fraction which based on further analysis (enzymatic, hydrolysis) was demonstrated to be constituted by minor metabolites. Therefore no residues in the edible parts above 0.01 mg/kg are expected in the rotational crops.

Based on these studies, the risk assessment residue definition is proposed as: dimethenamid (sum of stereoisomers), M656PH026 and M656PH030 expressed as dimethenamid‐P. The inclusion of M656PH023 and M656PH027 in the RA RD was also discussed, but it was considered non relevant due to their low toxicity compared to parent compound. For monitoring and since M656PH026 converted to M656PH030 under storage and plant metabolism, it was agreed to include both compounds in the residue definition. The residue definitions cover all plant commodities.

Dimethenamid‐P residues and its metabolites M656PH026 and M656PH030 are stable under deep frozen conditions (−20°C) up to 24 months for almost all commodities (see Appendix [A](#efs25211-sec-1001){ref-type="sec"}). However, in high acid and high water content commodities, M656PH026 is considered stable only together with M656PH030 for 18 and respectively 24 months, due to its conversion into M656PH030. For maize seed, the stability of M656PH030 was not demonstrated (data gap) since low residues recoveries (\< 70%) were reported not only at the day 0 (zero) but also during the storage period while the procedural recoveries were within acceptable range (75--110%); M656PH026 can be considered stable up to 18 months. The RMS does not support the data gap on storage stability for M656PH030 in maize seed. For oilseed in the old study, the stability was not demonstrated due to the low level of residue recoveries thus, a new storage stability study was provided by involving a high‐speed homogeniser in the extraction step. Since the field trials were analysed by using a normal speed homogeniser, the experts discussed whether the use of high speed homogeniser has an impact on the residue levels from field. RMS confirmed that only in one out of 25 oilseeds trials, it was observed detectable residue therefore, no increase on the residue levels is expected in the field trials by using the high speed homogeniser.

Hydrolysis studies to investigate the nature of M656PH030 under condition simulating industrial and house hold food process such as pasteurisation, boiling, brewing, baking and sterilisation, showed that M656PH030 is stable. For dimethenamid‐P and M656PH026, the investigation was not triggered since no residues occurred in the field trials. For processed commodities the same residue definitions as for raw agricultural commodities are applicable.

Livestock metabolism studies conducted with dimethenamid racemic mixture were provided in lactating goats and laying hens. Since no exposure of the livestock to dimethenamid residues via feed items is expected, the studies were considered not relevant. In addition, a metabolism study conducted with M656PH030 in lactating goat was provided. M656PH030 and M656PH026 were the main components recovered in kidney, muscle and fat accounted (24% TRRs) and (25% TRRs), respectively. In milk, M656PH026 accounted (13% TRRs) and M656PH030 (8% TRRs) while in liver M656PH030 (13% TRRs) and M656PH026 (5% TRRs). M656PH096 and M656PH098, although recovered in animal matrices especially in kidney (13% TRRs M656PH098 and 14% TRRs M656PH096), were not relevant considering their lower absolute amount (0.02 mg/kg) when compared with the dosing level from the metabolism studies (approx. 70N rate). Based on this goat metabolism studies, the residue definition for risk assessment in ruminants was proposed as M656PH026 and M656PH030 expressed as dimethenamid‐P. For the monitoring in ruminants, the same residue definition is applicable.

For poultry, a new metabolism study conducted either with M656PH026 or M656PH030 is requested (data gap).

Fish metabolism studies are not triggered.

The data requirement for the determination of the residues in pollen and bee products for human consumption resulting from residues taken up by honeybees from crops at blossom and analysed according to the risk assessment residue definition for plant, was not addressed (data gap).

3.1. Representative use residues {#efs25211-sec-0009}
--------------------------------

As it regards the representative use on cereals (maize), oilseed (rapeseed and soya beans) although sufficient number of GAP‐compliant trials were submitted, the stability of M656PH030 residues in maize seed should be confirmed by a new study (data gap in the paragraph 3). For sugar beet, only five northern Europe (NEU) GAP‐compliant trials and three southern Europe (SEU) trials were provided (data gap) while for sunflower, the number of trials is considered sufficient since no residues above 0.01 mg/kg were found in the analysed samples.

The dietary intake was triggered for ruminants; therefore, a lactating cattle feeding studies analysing for the compounds included in the risk assessment residue definition in the animal matrices is requested (data gap). For poultry, a feeding study might be also necessary, pending the outcome from the required metabolism study in poultry. In addition storage stability studies in animal matrices should be provided (data gap).

The consumer risk assessment was conducted for the representative uses on maize and sweet corn, oilseed (sunflower, rapeseed and soya beans) by using and EFSA PRIMo rev.2 and the proposed residue definition for risk assessment residue: sum of dimethenamid (sum of stereoisomers), M656PH026 and M656PH030, expressed as dimethenamid‐P. The chronic (theoretical maximum daily intake (TMDI)) and acute consumer intakes (international estimated short‐term intake (IESTI)) were below the ADI and ARfD for all European consumer groups (max 1.4% of ADI, UK toddler and 2.3% of ARfD, DE adult, sweet corn). However, the consumer risk assessment could not be finalised in the view of multiple data gaps identified including the livestock assessment.

With regard to the metabolites M656PH003, M656PH023, M656PH027, M656PH031, M656PH032, M656PH043, M656PH045, M656PH047, M656PH049, M656PH050, M656PH051, M656PH052, M656PH053 (isomers 1 and 2), M656PH054, M656PH055, M656PH059 (isomers 1 and 3) and M656PH062 that in ground water exceeds 0.75 μg/L for a number of scenarios (see Section [4](#efs25211-sec-0011){ref-type="sec"}), therefore, a consumer exposure calculation via drinking water is triggered.

The consumer exposure estimates are based on the default assumptions laid down in the WHO Guidelines (WHO, [2011](#efs25211-bib-0034){ref-type="ref"}) for drinking water quality for (a) a 60‐kg adult drinking 2 L of water/day, (b) a 10‐kg child drinking 1 L of water/day and (c) a 5‐kg bottle‐fed infant drinking 0.75 L of water/day.

The combined intake of M656PH003, M656PH023, M656PH027, M656PH031, M656PH045, M656PH047, M656PH054, M656PH062 expressed as dimethenamid‐P through drinking water, is estimated for (a) adults as 0.96 μg/kg bw, (b) toddlers as 2.88 μg/kg bw and (c) infants as 4.32 μg/kg bw corresponding to (a) 2.4%, (b) 7.2% and (c) 10.8% of the ADI of dimethenamid‐P applicable to the metabolites considering the most critical scenario (Jokioinen: sugar beet, pre‐emergence application of 864 g/ha). For metabolites M656PH032, M656PH043, M656PH050, M656PH051, M656PH052, M656PH053 (isomers 1 and 2), M656PH055, M656PH059 (isomers 1, and 3), the consumer exposure assessment cannot be finalised due to missing toxicological data (see Section [2](#efs25211-sec-0007){ref-type="sec"}).

3.2. Maximum residue levels {#efs25211-sec-0010}
---------------------------

MRL were assessed in tree nuts (almonds, Brazil nuts, cashew nuts, chestnuts), pome fruits, stone fruits, horse radish, turnip, swedes, spring and Welsh onions, pumpkin, fruiting vegetables (cucumber, zucchini, patisson, melon and water melon, pumpkin oil, sweet corn, brassicas vegetables (cauliflower, broccoli, Brussels sprout, head cabbage, Chinese cabbage, kale), fresh beans with pods, leek, beans, lupine (pulses), sunflower, oil rapeseed.

Only for those uses that were fully supported by GAP‐compliant residue trials, analysed according to the risk assessment risk definition, covered by the storage stability and validated analytical methods, the MRL were proposed (see the Appendix [A](#efs25211-sec-1001){ref-type="sec"}).

The livestock dietary burden was calculated by using the European livestock diet, considering only the intended uses fully supported by data and the relevant feed items from the representative use; the detailed information is reported in the list of end points. Since no livestock feeding studies are available, MRL for animal matrices cannot be proposed.

A consumer risk assessment using EFSA PRIMO rev 2, was conducted for all the uses where a MRL could be derived and the EU representative uses whenever more critical and considering the risk assessment residue definitions for plant and animals. The chronic (TMDI) and acute consumer intakes (IESTI) were below the ADI and ARfD for all EU diets (max 1.9% of ADI UK toddler and 5.7% of ARfD melon, BE child).

It is noted, that in the framework of the peer review of dimethenamid‐P the toxicological reference values were changed (see Section [2](#efs25211-sec-0007){ref-type="sec"}) and the inclusion of M656PH026 and M656PH030 in the residue definition for risk assessment was proposed. However, an MRL application including all the uses assessed under the Article 12 MRL review of Regulation (EC) No 396/2005 was submitted and assessed therefore, the revision of the MRLs and the overall consumer exposure risk assessment may be considered covered (EFSA, [2013a](#efs25211-bib-0004){ref-type="ref"}).

4. Environmental fate and behaviour {#efs25211-sec-0011}
===================================

Dimethenamid‐P was discussed at the Pesticides Peer Review Meeting 163 (September 2017).

Information in the dossier was sufficient to conclude that metabolism and degradation rate of racemic dimethenamid and dimethenamid‐P in the environmental matrices soil, water and sediment remained essentially constant. No preferential enantiomeric transformation or racemisation of dimethenamid‐P metabolites containing the chiral carbon atom is also expected. The rates of dissipation and degradation in the environmental matrices investigated were estimated using FOCUS ([2006](#efs25211-bib-0021){ref-type="ref"}) kinetics guidance.

Soil laboratory incubations under aerobic conditions in the dark were performed with racemic dimethenamid and dimethenamid‐P. In these studies, it was shown that the metabolism and degradation rate of racemic dimethenamid and dimethenamid‐P under aerobic conditions in soil are similar. Dimethenamid‐P exhibited low to moderate persistence, forming the major (\> 10% applied radioactivity (AR)) metabolites **M656PH023** (max. 12.2% AR, exhibiting moderate to medium persistence), **M656PH027** (max. 13.3% AR, exhibiting moderate to high persistence) and **M656PH031** (max. 10.3% AR, exhibiting moderate to high persistence). Mineralisation of the thienyl ring ^14^C radiolabel to carbon dioxide accounted for 17.5--23.5% AR after 119--120 days. The formation of unextractable residues (not extracted by methanol/water) for this radiolabel accounted for about 40--43% AR after 119--120 days. An additional laboratory soil study under aerobic conditions was performed with the dimethenamid‐P metabolites **M656PH054** (exhibiting moderate persistence), **M656PH047** (exhibiting moderate to medium persistence) and **M656PH043** (exhibiting moderate persistence) that were identified in the unknown lysimeter fractions of the lysimeter study. No acceptable study on the anaerobic degradation rate of dimethenamid‐P was available. However, anaerobic conditions are not expected to occur over prolonged periods of time for the representative uses, and therefore the data are not essential to finalise the EU risk assessment. However, further information may be needed in case other uses are considered for approval. In a laboratory soil photolysis study novel photometabolites at concentrations above 5% AR were not identified. From the study results, it is expected that photolysis only contributes to some extent to the degradation in soil. The soil metabolism of dimethenamid and dimethenamid‐P was also investigated in three field dissipation studies with nine field trials in total (2 in Germany, 4 in France and 3 in Italy) performed with dimethenamid and in two field degradation studies with six trials in total (2 in Germany, 2 in France, 1 in Spain and 1 in the United Kingdom) performed with dimethenamid‐P according to the study design described by EFSA ([2014](#efs25211-bib-0006){ref-type="ref"}). In the field dissipation studies, the metabolites M656H023 and M656H027 were measured. In the field degradation studies, the metabolites M656PH023, M656PH031 and M656PH027 were measured. Additionally, four field degradation trials (1 in Germany, 2 in France and 1 in Spain) with M656PH027 were performed according to EFSA ([2014](#efs25211-bib-0006){ref-type="ref"}) guidance. Under field conditions, dimethenamid‐P exhibited low to moderate persistence in soil and metabolite M656PH027 exhibited moderate persistence. Field study DegT~50~ values for modelling were derived from the field degradation studies following normalisation to FOCUS reference conditions (20°C and pF2 soil moisture) following the EFSA ([2014](#efs25211-bib-0006){ref-type="ref"}) DegT~50~ guidance. A data gap was identified for a kinetic evaluation of the field dissipation data of the field trials R10284, R10244 and the Italian trial R10248 to derive modelling endpoints for dimethenamid and metabolites M656H023 and M656H027 in line with the EFSA DegT~50~ guidance (2014). For dimethenamid‐P the field data endpoints were combined with the laboratory values to derive modelling endpoints. This was not the case for metabolite M656H027.

Dimethenamid‐P exhibited high to medium mobility in soil and metabolites M656H023, M656PH031 and M656PH027 exhibited very high mobility. Reliable batch soil adsorption/desorption studies were also performed with 3 of the 17 metabolites of dimethenamid‐P measured in the leachate of the lysimeter study, which accounted for maximum annual concentrations \> 0.1 μg/L: **M656PH043, M656PH047** and **M656PH054**. According to these studies, all the three metabolites exhibited very high mobility in soil. It was concluded that the soil adsorption of all these compounds was not pH dependent. The mobility of dimethenamid in soil was investigated in one field lysimeter study conducted in Switzerland in two lysimeters for 3 years. A valid effort was performed by the applicant to elucidate the 17 unknown radioactive fractions with concentrations \> 0.1 μg/L found in this lysimeter study, and thus triggering a groundwater exposure assessment. The estimated maximum annual average concentrations of the metabolites M656PH003, M656PH050, M656PH055 and M656PH059 (isomer 2) in the lysimeter leachate were between 0.1 and 0.75 μg/L. The estimated maximum annual average concentrations of the metabolites M656PH023, M656PH027, M656PH032, M656PH043, M656PH045, M656PH047, M656PH049, M656PH051, M656PH052, M656PH053 (two isomers), M656PH054, M656PH059 (isomers 1 and 3) and M656PH062 in the lysimeter leachate were between 0.75 and 4.0 μg/L. The conditions of the lysimeter study were compared to climatic and soil conditions throughout Europe. The experts in the Pesticides Peer Review Meeting 163 concluded that the lysimeter station was demonstrated as a vulnerable situation.

Laboratory incubations in dark aerobic natural sediment water systems conducted with racemic dimethenamid and dimethenamid‐P in three systems. As the dissipation rates in the whole system and in the water and sediment phases of the three investigated systems were in the same range for dimethenamid and dimethenamid‐P, the amalgamated results of all investigated water/sediment studies with both the compounds were used for the exposure assessment of dimethenamid‐P. Dimethenamid‐P exhibited moderate persistence. No metabolites were formed \> 10% AR, but metabolite M656H003 was formed from dimethenamid with maximum concentrations between 8% and 9.1% AR after 105 days in the water phase (max. 6% AR in the sediment). The unextractable sediment fraction was the major sink for the thienyl ring ^14^C radiolabel, accounting for max. 53.3% AR at study end (105 days). Mineralisation of this radiolabel accounted for 2.1--6.6% AR at the end of the study.

The necessary surface water and sediment exposure assessments (predicted environmental concentrations (PEC) calculations) were carried out for dimethenamid‐P and its soil metabolites M656H023, M656H027 and M656H031 and the aquatic metabolite M656H003, using the FOCUS ([2001](#efs25211-bib-0020){ref-type="ref"}) Step 1 and Step 2 approach (version 2.1 of the Steps 1‐2 in FOCUS calculator). Furthermore, appropriate Step 3 (FOCUS, [2001](#efs25211-bib-0020){ref-type="ref"}) and Step 4 calculations were available for dimethenamid‐P. The Step 4 calculations appropriately followed the FOCUS ([2007](#efs25211-bib-0022){ref-type="ref"}) guidance, with no‐spray drift buffer zones and combined no‐spray buffer zones with vegetative buffer strips of up to 20 m (reducing solute flux in run‐off by 80% and erosion runoff of mass adsorbed to soil by 95%) being implemented for the run‐off scenarios. The SWAN tool (version 4.0.1) was appropriately used to implement these mitigation measures in the simulations. However, risk managers and others may wish to note that whilst run‐off mitigation is included in the Step 4 calculations available, the FOCUS ([2007](#efs25211-bib-0022){ref-type="ref"}) report acknowledges that for substances with K~Foc~ \< 2000 mL/g (i.e. dimethenamid‐P), the general applicability and effectiveness of run‐off mitigation measures had been less clearly demonstrated in the available scientific literature, than for more strongly adsorbed compounds. Since dimethenamid‐P is a semi‐volatile substance, deposition on the water surface after volatilisation from plant surfaces was calculated using the EVA 2.0 at step 4. Since the geomean K~Foc~ value of dimethenamid‐P is between 100 and 2,000 mL/g, in line with the generic guidance for FOCUS surface water scenarios, additional FOCUS SW simulations for all representative uses applying a default value of 1,000 days for the DegT50~wat~ and the DegT50~tot~ for the DegT50~sed~ for dimethenamid‐P should have been performed. This is identified as a data gap (see also Section [5](#efs25211-sec-0012){ref-type="sec"}). It should be noted that only the single application scenario for the representative use on sugar beet was considered for the formulation BAS 656 12 H, i.e. no PEC~sw~ and PEC~sed~ for the representative use on sugar beet with two and three post‐emergence applications at max 720 g a.s./ha per year were available. As mitigation measures with spray drift reduction were needed at step 4, it cannot be concluded that the conclusion drawn for the aquatic exposure with single application covers also the scenario with multiple applications. This is a data gap.

The necessary groundwater exposure assessments were appropriately carried out using FOCUS ([2009](#efs25211-bib-0023){ref-type="ref"}) scenarios and the model PELMO 5.5.3 for the active substance dimethenamid‐P and its metabolites M656PH023, M656PH027 and M656PH031. Only the worst‐application scenarios (in terms of rate and time of application) for groundwater assessment of dimethenamid‐P in the formulation BAS 656 12 H were considered (i.e. no PEC~gw~ for the representative use on sugar beet with 2 and 3 post‐emergence applications at 720 g a.s./ha per year were available and therefore the same conclusion as for the worst case single application use was drawn). Additional groundwater simulations were performed for one pre‐emergence application of 'BAS 656 12 H' to sugar beet only every second or third year as risk mitigation measures.

The potential for groundwater exposure from the representative uses by dimethenamid‐P above the parametric drinking water limit of 0.1 μg/L was concluded to be low in geoclimatic situations that are represented by all the relevant FOCUS groundwater scenarios.

Metabolites M656PH023, M656PH027 and M656PH031 were estimated in groundwater concentrations ≥ 0.1 μg/L in the majority of the relevant FOCUS scenarios for all the representative uses, except for metabolite M656PH023 where only 1 out of 2 modelled FOCUS scenarios the parametric drinking water limit was exceeded for the representative use on sunflower. PEC~gw~ of these metabolites also exceed 0.75 μg/L: metabolite M656PH023 in the majority of the FOCUS scenarios for the representative uses in sugar beet (pre‐emergence) and winter oilseed rape (pre‐emergence); metabolites M656PH027 and M656PH031 in all the relevant FOCUS scenarios for all the representative uses, except for metabolite M656PH027 with 7 out of 8 scenarios above 0.75 μg/L for the use on maize. Besides, metabolite M656PH031 exceeded the 10 μg/L threshold for the use on maize (2 and 1 scenarios out of 8 scenarios with pre‐emergence and post‐emergence application, respectively), on sugar beet (4 and 1 scenarios out of 9 scenarios with pre‐emergence and post‐emergence application, respectively), and on winter oilseed rape with pre‐emergence application (1 scenario out of 6 scenarios). The maximum PEC~gw~ estimated for M656PH023, M656PH027 and M656PH031 were 1.608 μg/L (winter oilseed rape, pre‐emergence application, Hamburg scenario), 7.231 μg/L (sugar beet, pre‐emergence application, Jokioinen scenario) and 24.996 μg/L (sugar beet, pre‐emergence application, Jokioinen scenario) respectively.

For pre‐emergence application to sugar beet only every second or third year, metabolites M656PH023, M656PH027 and M656PH031 were mostly modelled in groundwater concentrations \> 0.1 μg/L except for metabolite M656PH023 for the Sevilla scenario where groundwater concentrations remained \< 0.1 μg/L after one pre‐emergence application every third year and Thiva, where concentrations remained \< 0.1 μg/L after one pre‐emergence application every second and third year. The maximum PEC~gw~ value for metabolite M656PH023 was 0.620 μg/L (Okehampton scenario after one application every second year). Predicted concentrations were \> 0.75 μg/L for metabolites M656PH027 and M656PH031 in all the relevant scenarios. Besides, the metabolite M656PH031 exceeded the 10 μg/L threshold in the FOCUS scenario Jokioinen after one pre‐emergence application every second year.

Predicted environmental concentrations in groundwater (PEC~gw~) of the metabolites only found in the lysimeter leachate M656PH003, M656PH010, M656PH032, M656PH043, M656PH045, M656PH047, M656PH049, M656PH050, M656PH051, M656PH052, M656PH053, M656PH054, M656H055, M656PH059 and M656PH062 were estimated by the applicant using transfer factors derived from the ratio of the modelled groundwater concentration of M656H027 and the M656H027 concentrations measured in the lysimeter. The experts at the Pesticides Peer Review Meeting 163 concluded that this approach is not considered acceptable in this case and that adsorption properties and soil degradation rates for all these metabolites should be made available to address the groundwater exposure assessment (data gap). A data gap was also identified for the applicant to propose a degradation scheme in soil and kinetic formation fractions of these metabolites would be necessary to perform an appropriate groundwater modelling. However, the peer review agreed that the PEC~GW~ for these metabolites currently available based on the lysimeter transfer factors should remain in the list of endpoints and be used to provide indicative levels for the non relevance assessment of the metabolites in groundwater. Based on these provisional PEC~gw~ calculations metabolite M656PH003 and M656PH010 was mostly estimated in groundwater concentrations ≤ 0.1 μg/L and exceed the 0.1 μg/L only for some crops and in less than half of FOCUS scenarios (refer to Section [6](#efs25211-sec-0013){ref-type="sec"}). The remaining metabolites M656PH032, M656PH043, M656PH045, M656PH047, M656PH049, M656PH050, M656PH051, M656PH052, M656PH053 (two isomers), M656PH054, M656H055, M656PH059 (three isomers) and M656PH062 were estimated in groundwater at concentrations \> 0.1 μg/L, also exceeding the limit of 0.75 μg/L in at least one FOCUS scenarios in at least one representative use, except for metabolite M656PH059 (isomer 2). None of the metabolites only found in the lysimeter leachate are expected to exceed the limit of 10 μg/L. According to the information available in the mammalian toxicology section metabolite M656PH051 is considered relevant in groundwater should they occur in groundwater above the parametric drinking water limit of 0.1 μg/L. This is a critical area of concern. All the other metabolites, including metabolites M656PH023, M656PH027, M656PH031, M656PH032 and M656PH052, are not relevant up to stage 3 of step 3 of the guidance document on the assessment of the relevance of metabolites in groundwater (European Commission, [2003a](#efs25211-bib-0014){ref-type="ref"}). However, as the PEC~gw~ exceeds 0.75 μg/L in at least one FOCUS scenario, a consumer exposure calculation via drinking water is triggered. For metabolites M656PH043, M656PH049, M656PH050, M656PH053 (isomers 1 and 2), M656PH055, M656PH059 (isomers 1 and 3), the consumer exposure assessment cannot be finalised due to missing toxicological data (see Sections [2](#efs25211-sec-0007){ref-type="sec"} and [3](#efs25211-sec-0008){ref-type="sec"}).

One monitoring study of groundwater in maize growing regions at 20 groundwater wells in Germany for the dimethenamid‐P metabolites M656PH003, M656PH010, M656PH023, M656PH027, M656PH031, M656PH032, M656PH043, M656PH045, M656PH047 and M656PH054 was submitted by the applicant. Of the 20 sampling sites tested, 14 (70%) showed no detectable levels (and/or \< LOQ) of all 10 metabolites of dimethenamid‐P. Six of the sites showed low (\< 0.1 μg/L) levels of metabolites. The metabolite most often observed was M656PH027 (max. 1.680 μg/L, detected in five wells), the second most frequently observed was M656PH023 (max. 0.379 μg/L, detected in three wells). Metabolite M656PH047 was detected in 4 wells at concentrations up to 0.149 μg/L. It should be noted that no information on freezer storage stability in water of the metabolites analysed in this groundwater monitoring study in Germany was available and therefore, the results should be considered with caution (data gap).

Groundwater concentrations of the same dimethenamid‐P metabolites investigated in the German monitoring study were also reported for 80 groundwater monitoring wells located in maize producing areas selected from the monitoring network of the province North Brabant, the Netherlands. The results of this monitoring study were considered as providing supportive information only.

The peer review concluded that the results of the lysimeter study together with the results of the two monitoring study in Germany can be used for only a qualitative groundwater risk assessment for the metabolites M656PH023, M656PH027 and M656PH031.

The applicant did not provide appropriate information to address the effect of water treatments processes on the nature of the residues that might be present in surface water, when surface water is abstracted for drinking water. This has led to the identification of a data gap (see Section [7](#efs25211-sec-0014){ref-type="sec"}) and results in the consumer risk assessment not being finalised (see Section [9](#efs25211-sec-0018){ref-type="sec"}).

The PEC in soil, surface water, sediment and groundwater covering the representative uses assessed can be found in Appendix [A](#efs25211-sec-1001){ref-type="sec"} of this conclusion.

5. Ecotoxicology {#efs25211-sec-0012}
================

The risk assessment was based on the following documents: European Commission ([2002a](#efs25211-bib-0012){ref-type="ref"},[b](#efs25211-bib-0013){ref-type="ref"}), SETAC ([2001](#efs25211-bib-0031){ref-type="ref"}), EFSA ([2009](#efs25211-bib-0002){ref-type="ref"}) and EFSA PPR Panel ([2013](#efs25211-bib-0009){ref-type="ref"}).

Information to address the ecotoxicological relevance of most impurities present in the technical specification was not available (data gap).

It is noted that some ecotoxicity studies were performed with the formulations 'BAS 656 07 H' and 'BAS 656 08 H' which are similar formulations to 'BAS 656 12 H'. The use of toxicity endpoints from both formulations was considered acceptable. The studies submitted for the active substance comprise data on both the racemic mixture (SAN 582 H) and the *S*‐isomer (dimethenamid‐P; SAN 1289). Data for both the racemic mixture and the P‐isomer were considered equally since no significant difference in toxicity was expected among these isomeric compounds.

A low acute and long‐term risk to **birds** was concluded for dimethenamid‐P for all the representative uses at Tier 1. A low acute risk to **mammals** was concluded at Tier 1 for all scenarios for all uses of dimethenamid‐P with the exception of 'small herbivorous mammals' for the intended use in maize/sweet corn at BBCH 10‐16. A low long‐term risk to mammals was concluded at Tier 1 for all uses of dimethenamid‐P with the exception of 'small herbivorous mammals' and 'large herbivorous mammals' for the intended use in maize/sweet corn at BBCH 10--16 and for 'large herbivorous mammals' for the use on sugar beet at BBCH 12--18 (only for the representative use with one application at 720 g a.s./ha and two applications at 360 g a.s/ha). The acute and long‐term risk to small herbivorous mammals for dimethenamid‐P for the intended use in maize/ sweet corn was discussed at the Pesticides Peer Review Meeting 165 (September 2017). Considering that small herbivorous mammals are not expected to be in the maize field at the earlier growth stages (BBCH 10--16) of maize, this scenario was not considered relevant. The 'large herbivorous mammals' scenario as well as the \`small omnivorous mammals' scenario were deemed more appropriate to assess the risk of dimethenamid‐P to mammals for the intended use in maize/sweet corn at early BBCH stages. A low acute risk was, therefore, concluded. No refinements for the long‐term risk to 'large herbivorous mammals' for the use in sugar beet at BBCH 12--18 (1 × 720 g a.s./ha and 2 × 360 g a.s./ha) and maize/sweet corn were available (data gap). The risk of secondary poisoning was not triggered for both dimethenamid‐P and its metabolites. A low risk to birds and mammals for exposure to plants metabolites and for exposure via contaminated water was concluded.

Concerning **aquatic organisms**, a low acute risk to fish and aquatic invertebrates was concluded for dimethenamid‐P for all the representative uses. A low chronic risk to fish was concluded for dimethenamid‐P for all representative uses with the exception of the use on winter oilseed rape at post‐emergence for which a high chronic risk to fish was identified for in 1/6 FOCUS scenarios (D2) (data gap). A low chronic risk to aquatic invertebrates was concluded for dimethenamid‐P for all the representative uses. A low risk to algae was concluded for the intended use in sugar beet post‐emergence provided that mitigation measures are implemented while a high risk to aquatic plants was still identified. A high risk to both algae and aquatic plants was identified for several scenarios for the remaining representative uses. The available refinements to the risk assessment for algae and aquatic plants were discussed at the Pesticide Peer Review meeting 165. The experts agreed to refine the risk by using a species sensitivity distribution‐regulatory acceptable concentrations (SSD‐RAC) derived from the merged data sets of algae and aquatic macrophytes with an assessment factor of 3. By using this refinement in the risk assessment, a high risk to algae and aquatic plants was concluded for several scenarios, i.e. for the representative uses on maize pre‐emergence (1/8), maize post‐emergence (2/8), soya beans pre‐emergence (1/8), sunflower pre‐emergence (2/8), sugar beet pre‐emergence (2/4) and on winter oilseed rape pre‐ and post‐emergence (1/6) (data gap). A low risk was concluded for the representative use on sugar beet post‐emergence for both algae and aquatic plants. Mitigation measures are needed for various uses (see Section [8](#efs25211-sec-0016){ref-type="sec"}). As reported in Section [4](#efs25211-sec-0011){ref-type="sec"}, only the single application scenario for the representative use on sugar beet was considered for the formulation BAS 656 12 H, i.e. exposure estimations were not available for the representative use on sugar beet with two and three post‐emergence applications, as a consequence a risk assessment could not be performed for these uses (data gap). It is noted that a data gap for additional PEC~sw~ calculations for all representative uses for dimethenamid‐P was identified (see Section [4](#efs25211-sec-0011){ref-type="sec"}), pending on this data gap the risk to aquatic organisms should be re‐considered.

A low risk to aquatic organisms was concluded for metabolites M656H003, M656H023, M656H027 and M656H031.

Acute oral and contact toxicity studies on honey**bees** and bumblebees were available. In addition, a single dose toxicity study on honeybee larvae and a chronic toxicity study on adult honeybees were available. However, EFSA ([2013b](#efs25211-bib-0005){ref-type="ref"}) was not used to perform the risk assessment for bees. Therefore, several aspects of the risk assessment for bees were not addressed and a data gap has been identified.

A low‐risk to **non‐target arthropods** for dimethenamid‐P was concluded.

A low risk to **earthworms, other soil macroorganisms** and **microorganisms** for dimethenamid‐P and its metabolites was concluded.

A low risk to on **non‐target terrestrial plants** provided that mitigation measures are considered, was concluded for the uses of 'BAS 830 01 H' while in the absence of appropriate studies assessing the effects on vegetative vigour a data gap was identified for 'BAS 656 12 H'.

Low risk was concluded for organisms involved in **biological methods for sewage treatment**.

As reported in Section [2](#efs25211-sec-0007){ref-type="sec"}, it is unlikely that dimethenamid‐P is an endocrine disruptor in mammals. However, no firm conclusion can be drawn on fish, birds and amphibians. It is noted that no concern arouse from the mechanistic information available from the ToxCAST database, see Section [2](#efs25211-sec-0007){ref-type="sec"}.

A search of scientific peer‐reviewed open literature regarding the ecotoxicology of dimethenamid‐P was performed by the applicant and summarised in the RAR. However, the metabolites of dimethenamid‐P were not included in the search, therefore, a data gap was identified. It is noted that the RMS raised concerns with this data gap and considered this point as addressed.

6. Overview of the risk assessment of compounds listed in residue definitions triggering assessment of effects data for the environmental compartments (Tables [1](#efs25211-tbl-0001){ref-type="table"}, [2](#efs25211-tbl-0002){ref-type="table"}, [3](#efs25211-tbl-0003){ref-type="table"}--[4](#efs25211-tbl-0004){ref-type="table"}) {#efs25211-sec-0013}
==========================================================================================================================================================================================================================================================================================================================================

###### 

Soil

+-----------------------------+----------------------------------------------------------------------------------------------------------+----------------------------+
| Compound (name and/or code) | Persistence                                                                                              | Ecotoxicology              |
+=============================+==========================================================================================================+============================+
| Dimethenamid‐P              | Low to moderate persistence                                                                              | Low risk to soil organisms |
|                             |                                                                                                          |                            |
|                             | Single first‐order (SFO) DT~50~ 7.7--31.5 days (20°C, or 40--50% MWHC or 75% FC or pF 2 soil moisture)   |                            |
|                             |                                                                                                          |                            |
|                             | Low to moderate persistence                                                                              |                            |
|                             |                                                                                                          |                            |
|                             | NE and SE field dissipation studies SFO and FOMC DT~50~ 1.9--35.1 days (DT~90~ 48.1--167 days)           |                            |
+-----------------------------+----------------------------------------------------------------------------------------------------------+----------------------------+
| M656PH023                   | Moderate to medium persistence                                                                           | Low risk to soil organisms |
|                             |                                                                                                          |                            |
|                             | Single first‐order (SFO) DT~50~ 23.8--63.9 days (20°C, or 40% MWHC or 75% FC or pF 2 soil moisture)      |                            |
+-----------------------------+----------------------------------------------------------------------------------------------------------+----------------------------+
| M656PH027                   | Moderate to high persistence                                                                             | Low risk to soil organisms |
|                             |                                                                                                          |                            |
|                             | Single first‐order (SFO) DT~50~ 33.1--149.2 days (20°C, or 40--50% MWHC or 75% FC or pF 2 soil moisture) |                            |
|                             |                                                                                                          |                            |
|                             | Moderate persistence                                                                                     |                            |
|                             |                                                                                                          |                            |
|                             | NE and SE field dissipation studies SFO DT~50~ 12.0--31.4 days                                           |                            |
+-----------------------------+----------------------------------------------------------------------------------------------------------+----------------------------+
| M656PH031                   | Moderate to high persistence                                                                             | Low risk to soil organisms |
|                             |                                                                                                          |                            |
|                             | Single first‐order (SFO) DT~50~ 37.7--103.3 days (20°C, or 40% MWHC or 75% FC or pF 2 soil moisture)     |                            |
+-----------------------------+----------------------------------------------------------------------------------------------------------+----------------------------+

DT50: period required for 50% dissipation; MWHC; maximum water‐holding capacity; DT~90~: period required for 90% dissipation.

John Wiley & Sons, Ltd

###### 

Groundwater

+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| Compound (name and/or code)           | Mobility in soil        | \> 0.1 μg/L at 1 m depth for the representative uses[a](#efs25211-note-0006){ref-type="fn"}                                                                                                                                                                                                                                                                                                                                       | Pesticidal activity | Toxicological relevance                                                                                                                                                                              |
+=======================================+=========================+===================================================================================================================================================================================================================================================================================================================================================================================================================================+=====================+======================================================================================================================================================================================================+
| Dimethenamid‐P                        | High to medium mobility | No                                                                                                                                                                                                                                                                                                                                                                                                                                | yes                 | Yes                                                                                                                                                                                                  |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       | K~Foc~ 90--393 mL/g     |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH023                             | very high mobility      | FOCUS: Yes                                                                                                                                                                                                                                                                                                                                                                                                                        | not finalised       | No                                                                                                                                                                                                   |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       | K~Foc~ 6.3--22.4 mL/g   | More than half of the relevant FOCUS scenarios \> 0.1 μg/L for all the representative uses except for the use on sunflowers (0.001--1.608 μg/L)                                                                                                                                                                                                                                                                                   |                     | (up to step 3 of stage 3 of the respective guidance document)                                                                                                                                        |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | Unlikely to be genotoxic;                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | an ADI of 0.36 mg/kg bw per day may be derived                                                                                                                                                       |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH027                             | Very high mobility      | FOCUS: Yes                                                                                                                                                                                                                                                                                                                                                                                                                        | not finalised       | No                                                                                                                                                                                                   |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       | K~Foc~ 1.1--13.5 mL/g   | All the relevant FOCUS scenarios \> 0.1 μg/L for all the representative uses (0.563--7.353 μg/L)                                                                                                                                                                                                                                                                                                                                  |                     | (up to step 3 of stage 3)                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | Unlikely to be genotoxic;                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | an ADI of 0.34 mg/kg bw per day may be derived                                                                                                                                                       |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH031                             | Very high mobility      | FOCUS: Yes                                                                                                                                                                                                                                                                                                                                                                                                                        | not finalised       | No                                                                                                                                                                                                   |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       | K~Foc~ \< 19 mL/g       | All the relevant FOCUS scenarios \> 0.75 μg/L for all the representative uses. PECgw also \> 10 μg/L in 1 or more scenarios for the uses in maize, sugar beet with annual application, sugar beet in pre‐emergence with biennial application (1.607--25 μg/L)                                                                                                                                                                     |                     | (up to step 3 of stage 3)                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: No                                                                                                                                                                                                                                                                                                                                                                                                                     |                     | Unlikely to be genotoxic;                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     | an ADI of 1 mg/kg bw per day may be derived                                                                                                                                                          |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH003 (from lysimeter)            | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in less than half of the relevant FOCUS scenarios (max PEC~gw~ 0.2 μg/L)                                                                                                                                                                                                                                                                                                  | not finalised       | No                                                                                                                                                                                                   |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (up to step 3 of stage 3)                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic;                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     | the reference values of the parent are applicable the metabolite                                                                                                                                     |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH010 (from lysimeter)            | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in only 1 out of 9 FOCUS scenarios for the use in sugar beet with annual application in pre‐emergence and 1 out 6 scenarios for the use in winter oilseed rape, pre‐emergence with annual application (max PEC~gw~ 0.1 μg/L)                                                                                                                                              | Not finalised       | No data, data needed to address at least the genotoxic potential of the metabolite                                                                                                                   |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: No                                                                                                                                                                                                                                                                                                                                                                                                                     |                     |                                                                                                                                                                                                      |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH032 (from lysimeter)            | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.2--2.8 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses except for the use in soya beans                                                                                                                                                                    | Not finalised       | No,                                                                                                                                                                                                  |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (up to step 3 of stage 3)                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic;                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     | the reference values of the parent are applicable the metabolite                                                                                                                                     |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH043 (from lysimeter)            | very high mobility      | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.2--2.2 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses except for the use in soya beans and pre‐emergence triennial application to sugar beet                                                                                                              | Not finalised       | Open                                                                                                                                                                                                 |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       | K~Foc~ \< 5--30.5 mL/g  | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (no up to step 3 of stage 3)                                                                                                                                                                         |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic; additional data needed to address repeated‐dose toxicity relevant to consumer exposure for the metabolite                                                                  |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH045 (from lysimeter)            | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.3--3.6 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses                                                                                                                                                                                                     | Not finalised       | No                                                                                                                                                                                                   |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (up to step 3 of stage 3)                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic;                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     | an ADI of 1.17 mg/kg bw per day may be derived                                                                                                                                                       |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH047 (from lysimeter)            | very high mobility      | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.2--2.2 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses except for pre‐emergence application to sugar beet every third year                                                                                                                                 | Not finalised       | No                                                                                                                                                                                                   |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       | K~Foc~ \< 13 mL/g       | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (up to step 3 of stage 3)                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic;                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     | an ADI of 0.97 mg/kg bw per day may be derived                                                                                                                                                       |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH049 (from lysimeter)            | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.1--1.8 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses except for the use in soya beans and pre‐emergence application to sugar beet every third year                                                                                                       | Not finalised       | Open                                                                                                                                                                                                 |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (no up to step 3 of stage 3)                                                                                                                                                                         |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic; additional data needed to address repeated‐dose toxicity relevant to consumer exposure for the metabolite                                                                  |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH050 (from lysimeter)            | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.1--0.9 μg/L), also exceeding 0.75 μg/L in at least one scenario for the pre‐emergence annual application to sugar beet and to winter oilseed rape in pre‐emergence                                                                                                                                 | Not finalised       | Open                                                                                                                                                                                                 |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (no up to step 3 of stage 3)                                                                                                                                                                         |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic; additional data needed to address repeated‐dose toxicity relevant to consumer exposure for the metabolite                                                                  |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH051 (from lysimeter)            | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.2--2.0 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses except for the use in soya beans and pre‐emergence application to sugar beet every third year                                                                                                       | Not finalised       | Yes,                                                                                                                                                                                                 |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | Inconclusive for gene mutation in bacterial cells (Ames test); additional data needed to address the genotoxic potential and repeated‐dose toxicity relevant to consumer exposure for the metabolite |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     |                                                                                                                                                                                                      |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH052 (from lysimeter)            | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.1--1.7 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses except for the use in soya beans, sunflowers, in pre‐emergence application to winter oilseed rape every second year and pre‐emergence application to sugar beet every third year                    | Not finalised       | Open                                                                                                                                                                                                 |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (no up to step 3 of stage 3)                                                                                                                                                                         |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic; additional data needed to address repeated‐dose toxicity relevant to consumer exposure for the metabolite                                                                  |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH053 (isomer 1) (from lysimeter) | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.2--2.9 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses except for the use in soya beans                                                                                                                                                                    | Not finalised       | Open                                                                                                                                                                                                 |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (no up to step 3 of stage 3)                                                                                                                                                                         |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic; additional data needed to address repeated‐dose toxicity relevant to consumer exposure for the metabolite                                                                  |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH053 (isomer 2) (from lysimeter) | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.2--3.7 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses                                                                                                                                                                                                     | Not finalised       | Open                                                                                                                                                                                                 |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (no up to step 3 of stage 3)                                                                                                                                                                         |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic; additional data needed to address repeated‐dose toxicity relevant to consumer exposure for the metabolite                                                                  |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH054 (from lysimeter)            | very high mobility      | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.2--6.1 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses except for the pre‐emergence application to winter oilseed rape every second year (0.2--6.1 μg/L)                                                                                                   | Not finalised       | No                                                                                                                                                                                                   |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       | K~Foc~ \< 5--28.9 mL/g  | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (up to step 3 of stage 3)                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic;                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     | an ADI of 0.35 mg/kg bw per day may be derived                                                                                                                                                       |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656H055 (from lysimeter)             | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.2--1.3 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses except for the use in maize (post‐emergence), soya beans, sunflowers, pre‐emergence application to sugar beet every second and third year, and in post‐emergence application to winter oilseed rape | Not finalised       | Open                                                                                                                                                                                                 |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (no up to step 3 of stage 3)                                                                                                                                                                         |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic; additional data needed to address repeated‐dose toxicity relevant to consumer exposure for the metabolite                                                                  |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH059 (isomer 1) (from lysimeter) | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.1--1.4 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses except for the use in soya beans, sunflowers and in pre‐emergence application to sugar beet every second and third year                                                                             | Not finalised       | Open                                                                                                                                                                                                 |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (no up to step 3 of stage 3)                                                                                                                                                                         |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic; additional data needed to address repeated‐dose toxicity relevant to consumer exposure for the metabolite                                                                  |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH059 (isomer 2) (from lysimeter) | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.1--0.7 μg/L)                                                                                                                                                                                                                                                                                       | Not finalised       | Open                                                                                                                                                                                                 |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (no up to step 3 of stage 3)                                                                                                                                                                         |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic; additional data needed to address repeated‐dose toxicity relevant to consumer exposure for the metabolite                                                                  |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH059 (isomer 3) (from lysimeter) | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.2--2.9 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses except for the use in soya beans                                                                                                                                                                    | Not finalised       | Open                                                                                                                                                                                                 |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (no up to step 3 of stage 3)                                                                                                                                                                         |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study                                                                                                                                                                                                                                                                                                                                                                 |                     | Unlikely to be genotoxic; additional data needed to address repeated‐dose toxicity relevant to consumer exposure for the metabolite                                                                  |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Available                                                                                                                                                                                                                                                                                                                                                                                                                         |                     |                                                                                                                                                                                                      |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+
| M656PH062 (from lysimeter)            | No data, data gap       | Indicative PEC~gw~ (data gap for FOCUS modelling): yes, in all the relevant FOCUS scenarios for all the representative uses (0.3--3.6 μg/L), also exceeding 0.75 μg/L in at least one scenario in all the representative uses                                                                                                                                                                                                     | Not finalised       | No                                                                                                                                                                                                   |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | Lysimeter: Yes                                                                                                                                                                                                                                                                                                                                                                                                                    |                     | (up to step 3 of stage 3)                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         | The trigger value of 0.1 μg/L was exceeded in the lysimeter study available                                                                                                                                                                                                                                                                                                                                                       |                     | Unlikely to be genotoxic;                                                                                                                                                                            |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     |                                                                                                                                                                                                      |
|                                       |                         |                                                                                                                                                                                                                                                                                                                                                                                                                                   |                     | an ADI of 0.1 mg/kg bw per day may be derived                                                                                                                                                        |
+---------------------------------------+-------------------------+-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+---------------------+------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------+

K~Foc~: Freundlich organic carbon adsorption coefficient; FOCUS: Forum for the Co‐ordination of Pesticide Fate Models and their Use; ADI: acceptable daily intake; bw: body weight; PEC~gw~: predicted environmental concentration in groundwater.

FOCUS scenarios or a relevant lysimeter.

John Wiley & Sons, Ltd

###### 

Surface water and sediment

  Compound (name and/or code)    Ecotoxicology
  ------------------------------ ---------------------------------------------------------------------------------------------------------------------------------------------------------------------------
  Dimethenamid‐P                 High risk to aquatic organisms for few FOCUS scenarios (for all the uses except sugar beet post‐emergence), data gap for the uses with multiple application on sugar beet
  M656PH023 (from soil)          Low risk to aquatic organisms
  M656PH027 (from soil)          Low risk to aquatic organisms
  M656PH031(from soil)           Low risk to aquatic organisms
  M656PH003 (water phase only)   Low risk to aquatic organisms

FOCUS: Forum for the Co‐ordination of Pesticide Fate Models and their Use.

John Wiley & Sons, Ltd

###### 

Surface water and sediment

  Compound (name and/or code)   Toxicology
  ----------------------------- --------------------------------------------------------------------------------------------
  Dimethenamid‐P                Rat LC~50~ inhalation \> 5.16 mg/L air (4‐h, head/nose‐only) -- no classification required

LC~50~: lethal concentration, median.

John Wiley & Sons, Ltd

7. Data gaps {#efs25211-sec-0014}
============

This is a list of data gaps identified during the peer review process, including those areas in which a study may have been made available during the peer review process but not considered for procedural reasons (without prejudice to the provisions of Article 56 of Regulation (EC) No 1107/2009 concerning information on potentially harmful effects).

7.1. Data gaps identified for the representative uses evaluated {#efs25211-sec-0015}
---------------------------------------------------------------

A search of the scientific peer‐reviewed open literature on the active substance and its relevant metabolites, dealing with side effects on environment and non‐target species and for a search of the published literature on relevant metabolites for human health published within the 10 years before the date of submission of the dossier, to be conducted and reported in accordance with EFSA guidance on the submission of scientific peer‐reviewed open literature for the approval of pesticide active substances under Regulation (EC) No 1107/2009 (EFSA, [2011](#efs25211-bib-0003){ref-type="ref"}; relevant for all representative uses evaluated; submission date proposed by the applicant: unknown; see Sections [2](#efs25211-sec-0007){ref-type="sec"}, [4](#efs25211-sec-0011){ref-type="sec"}, [5](#efs25211-sec-0012){ref-type="sec"}).(Eco)toxicological information to address the toxicological relevance of most impurities present in the technical specification (relevant for all representative uses evaluated; submission date proposed by the applicant: unknown; see Sections [2](#efs25211-sec-0007){ref-type="sec"} and [5](#efs25211-sec-0012){ref-type="sec"}).Analytical methods used for the analysis of dietary preparations in reproductive and developmental toxicity studies (key studies for setting the ARfD and AAOEL) need to be identified and validated (relevant for all representative uses evaluated; submission date proposed by the applicant: unknown; see Section [2](#efs25211-sec-0007){ref-type="sec"}).Residue definition for body fluids (blood, plasma and urine) relevant to human biomonitoring investigations (relevant for all representative uses evaluated; submission date proposed by the applicant: unknown; see Section [2](#efs25211-sec-0007){ref-type="sec"}).Data for the phototoxicity and photomutagenicity evaluation in the area of UVB wavelength (there is currently no validated method) (relevant for all representative uses evaluated; submission date proposed by the applicant: unknown; see Section [2](#efs25211-sec-0007){ref-type="sec"}).Repeated dose toxicity relevant to consumer exposure for the metabolites, M656PH043, M656PH049, M656PH050, M656PH052, M656PH053 (isomers 1 and 2), M656H055 and M656PH059 (three isomers) that may be found in groundwater at concentration level exceeding 0.75 μg/L (relevant for all representative uses evaluated; submission date proposed by the applicant: unknown; see Sections [2](#efs25211-sec-0007){ref-type="sec"}, [3](#efs25211-sec-0008){ref-type="sec"} and [4](#efs25211-sec-0011){ref-type="sec"}).Repeated dose toxicity relevant to consumer exposure, including genotoxicity potential of the metabolites M656PH051 and, pending on further assessment in the fate and behaviour in the environment section, M656PH010, that may be found in groundwater at concentration level exceeding 0.75 μg/L (relevant for all representative uses evaluated; submission date proposed by the applicant: unknown; see Sections [2](#efs25211-sec-0007){ref-type="sec"}, [3](#efs25211-sec-0008){ref-type="sec"} and [4](#efs25211-sec-0011){ref-type="sec"}).Sufficient residue trials analysed for the magnitude of residues for all compounds included in the risk assessment residue definition (relevant for sugar beets; submission date proposed by the applicants: unknown; see Section [3](#efs25211-sec-0008){ref-type="sec"}).Prove stability of the residue M656PH030 in high starch commodities (maize seed) during the storage period (relevant for representative uses in sugar beet and maize); submission date proposed by the applicants: unknown; see Section [3](#efs25211-sec-0008){ref-type="sec"}).Potential transfer of relevant compounds identified in primary crops to animal matrices need to be further investigated. Animal matrices have to be analysed according to risk assessment residue definition, covered by storage stability studies and validated analytical methods (relevant for all representative uses evaluated; submission date proposed by the applicants: unknown; see Section [3](#efs25211-sec-0008){ref-type="sec"}).Poultry metabolism studies conducted with one compound relevant for risk assessment residue definition in feed items, M656H026 or M656PH030 (relevant for all representative uses evaluated; submission date proposed by the applicants: unknown; see Section [3](#efs25211-sec-0008){ref-type="sec"}).Potential residue levels in pollen and bee products analysed according to risk assessment residue definition (relevant for all representative uses evaluated; submission date proposed by the applicants: unknown; see Section [3](#efs25211-sec-0008){ref-type="sec"}).A kinetic evaluation of the field dissipation data of the field trials R10284, R10244 and the Italian trial R10248 to derive modelling endpoints for dimethenamid‐P and metabolites M656PH023 and M656PH027 in line with the EFSA DegT~50~ guidance (EFSA, [2014](#efs25211-bib-0006){ref-type="ref"}) (relevant for all representative uses evaluated; submission date proposed by the applicants: unknown; see Section [4](#efs25211-sec-0011){ref-type="sec"}).An assessment of the effect of water treatment processes on the nature of residues present in surface water, when surface water is abstracted for drinking water is not available. In the first instance, a consideration of the processes of ozonation and chlorination would appear appropriate. If an argumentation is made that concentrations at the point of abstraction for drinking water purposes will be low, this argumentation should cover metabolites predicted to be in surface water as well as the active substance (relevant for all representative uses evaluated; submission date proposed by the applicants: unknown; see Section [4](#efs25211-sec-0011){ref-type="sec"}).Additional PEC~sw~/PEC~sed~ calculations for all representative uses applying a default value of 1000 days for the DegT~50wat~ modelling input and the DegT~50tot~ endpoint for the DegT~50sed~ modelling input for dimethenamid‐P and the subsequent aquatic risk assessment (relevant for all representative uses evaluated; submission date proposed by the applicants: unknown; see Sections [4](#efs25211-sec-0011){ref-type="sec"} and [5](#efs25211-sec-0012){ref-type="sec"}).PEC~sw~/PEC~sed~ calculations for the representative use on sugar beet with two and three applications per year and the consequent aquatic risk assessment (relevant for the representative use on sugar beet with multiple applications; submission date proposed by the applicants: unknown; see Sections [4](#efs25211-sec-0011){ref-type="sec"} and [5](#efs25211-sec-0012){ref-type="sec"}).Information on freezer storage stability in water of the metabolites (M656PH003, M656PH010, M656PH023, M656PH027, M656PH031, M656PH032, M656PH043, M656PH045, M656PH047 and M656PH054) analysed in the groundwater monitoring studies in Germany (relevant for all representative uses evaluated; submission date proposed by the applicants: unknown; see Section [4](#efs25211-sec-0011){ref-type="sec"}).Adsorption properties, soil degradation rates and kinetic formation fractions of the metabolites found only in the lysimeter leachates (M656PH003, M656PH010, M656PH032, M656PH045, M656PH049, M656PH050, M656PH051, M656PH052, M656PH053, M656H055, M656PH059 and M656PH062) at concentrations \> 0.1 μg/L in order to address the groundwater exposure assessment for these metabolites. A data gap was also identified for the applicant to propose a degradation scheme in soil and kinetic formation fractions of these metabolites would be necessary to perform an appropriate groundwater modelling (relevant for all representative uses evaluated; submission date proposed by the applicants: unknown; see Section [4](#efs25211-sec-0011){ref-type="sec"}).A groundwater exposure assessment for metabolites M656PH003, M656PH010, M656PH032, M656PH043, M656PH045, M656PH047, M656PH049, M656PH050, M656PH051, M656PH052, M656PH053, M656PH054, M656H055, M656PH059 and M656PH062 found in the lysimeter leachates (relevant for all representative uses evaluated; submission date proposed by the applicants: unknown; see Section [4](#efs25211-sec-0011){ref-type="sec"}).Further data to address the long‐term risk to large herbivorous mammals for dimethenamid‐P (relevant for the uses on maize/ sweet corn BBCH 10--16 and sugar beet BBCH 12--18 at 720 g a.s./ha and 2 × 360 a.s./ha; submission date proposed by the applicant: unknown; see Section [5](#efs25211-sec-0012){ref-type="sec"}).Further data to address the chronic risk to fish for dimethenamid‐P (relevant for the use on winter oilseed rape at post‐emergence) and to algae and aquatic plants (for the representative uses on maize pre‐ and post‐emergence, soya beans pre‐emergence, sunflower pre‐emergence, sugar beet pre‐emergence and on winter oilseed rape pre‐ and post‐emergence; submission date proposed by the applicant: unknown; see Section [5](#efs25211-sec-0012){ref-type="sec"}).A risk assessment for honeybees for dimethenamid‐P and its metabolites in line with EFSA ([2013b](#efs25211-bib-0005){ref-type="ref"}) (relevant for all representative uses evaluated; submission date proposed by the applicant unknown; see Section [5](#efs25211-sec-0012){ref-type="sec"}).Further information to address the effects on non‐target terrestrial plants, i.e. vegetative vigour of BAS 656 12 H (relevant for all representative uses of BAS 656 12 H; submission date proposed by the applicant unknown; see Section [5](#efs25211-sec-0012){ref-type="sec"}).

8. Particular conditions proposed to be taken into account to manage the risk(s) identified {#efs25211-sec-0016}
===========================================================================================

8.1. Particular conditions proposed for the representative uses evaluated {#efs25211-sec-0017}
-------------------------------------------------------------------------

PPE has to be worn by operators applying dimethenamid‐P in both formulations to ensure that either the AAOEL or the AOEL are not exceeded according to the EFSA calculator (in line with the results of the German model) (see Section [2](#efs25211-sec-0007){ref-type="sec"}).PPE has to be worn by workers re‐entering crops treated with dimethenamid‐P in both formulations to ensure that either the AOEL is not exceeded according to the EFSA calculator (see Section [2](#efs25211-sec-0007){ref-type="sec"}).For the use on sugar beet with pre‐emergence application, the frequency of crop cultivation should be at least one application in every three years. Results presented in this conclusions are representative for the groundwater exposure assessment following one pre‐emergence application every third year.Uses on maize/sweet corn: mitigation measures up to 20 m no spray buffer zone/buffer strips are needed in order to mitigate the risk to aquatic organisms for scenarios R1, R2, R3, D3, D4, D5, D6 (pre‐emergence application) and scenarios R1, R2, D3, D4, D5, D6 (post‐emergence application). Such mitigation measures are not sufficient to cover the risk for scenario R4 pre‐emergence and R3/4 for the post‐emergence application (see Section [5](#efs25211-sec-0012){ref-type="sec"}).Uses on soybeans: mitigation measures up to 20 m no spray buffer zone/buffer strips are needed in order to mitigate the risk to aquatic organisms for scenarios R4. Such mitigation measures are not sufficient to cover the risk for scenario R3 (see Section [5](#efs25211-sec-0012){ref-type="sec"}).Use on sunflower up to 10 m no spray buffer zone/buffer strips are needed in order to mitigate the risk to aquatic organisms for scenarios R1 and D5. Such as mitigation measures are not sufficient to cover the risk for 2/4 scenarios (R3, R4) (see Section [5](#efs25211-sec-0012){ref-type="sec"}).Uses on sugar beet (single application): mitigation measures up to 20 m no spray buffer zone/buffer strips are needed in order to mitigate the risk to aquatic organisms for scenarios D3, D4 (pre‐ and post‐emergence application) and R1 and R3 for the use on post emergence only. Such mitigation measures are not sufficient to cover the risk for scenario R1 and R3 pre‐ and post‐emergence application. In the absence of an exposure assessment mitigation measures could not be established for the uses on sugar beet (post‐emergence) with multiple applications (see Section [5](#efs25211-sec-0012){ref-type="sec"}).Use on winter oilseed rape (pre‐ and post‐emergence applications), mitigation measures up to 20 m no spray buffer zone/buffer strips are needed to mitigate the risk to aquatic organisms for scenario R1, R3, D3, D4 and D5. Such as mitigation measures are not sufficient to cover the risk for D2 (see Section [5](#efs25211-sec-0012){ref-type="sec"}).Non target terrestrial plants (uses of BAS 830 01 H only): mitigation measures up to 5 m no spray buffer zones (see Section [5](#efs25211-sec-0012){ref-type="sec"}).

9. Concerns {#efs25211-sec-0018}
===========

9.1. Issues that could not be finalised {#efs25211-sec-0019}
---------------------------------------

An issue is listed as 'could not be finalised' if there is not enough information available to perform an assessment, even at the lowest tier level, for the representative uses in line with the uniform principles in accordance with Article 29(6) of Regulation (EC) No 1107/2009 and as set out in Commission Regulation (EU) No 546/2011[7](#efs25211-note-1009){ref-type="fn"} and if the issue is of such importance that it could, when finalised, become a concern (which would also be listed as a critical area of concern if it is of relevance to all representative uses).

An issue is also listed as 'could not be finalised' if the available information is considered insufficient to conclude on whether the active substance can be expected to meet the approval criteria provided for in Article 4 of Regulation (EC) No 1107/2009.

The analytical methods used for the analysis of dietary preparations in reproductive and developmental toxicity studies (key studies for setting the ARfD and AAOEL) are missing to check whether they were validated, questioning the validity of the studies themselves (see Section [2](#efs25211-sec-0007){ref-type="sec"}).The consumer risk assessment could not be finalised in the view of multiple data gaps identified including the livestock assessment (see Section [3](#efs25211-sec-0008){ref-type="sec"}).The groundwater exposure assessment for metabolites M656PH003, M656PH010, M656PH032, M656PH043, M656PH045, M656PH047, M656PH049, M656PH050, M656PH051, M656PH052, M656PH053, M656PH054, M656H055, M656PH059 and M656PH062 found in the lysimeter leachates based on appropriate endpoints could not be finalised for all the representative uses (see Section [4](#efs25211-sec-0011){ref-type="sec"}).The aquatic risk assessment assuming a slower degradation rate of dimethenamid‐P in the sediment phase than in the water phase is not available for all the representative uses (see Sections [4](#efs25211-sec-0011){ref-type="sec"} and [5](#efs25211-sec-0012){ref-type="sec"}).The consumer risk assessment from the consumption of water could not be finalised, while satisfactory information was not available to address the effect of water treatment processes on the nature of the residues that might be present in surface water, when surface water is abstracted for drinking water (see Section [4](#efs25211-sec-0011){ref-type="sec"}).The aquatic exposure assessment for multiple applications on sugar beet could not be finalised (see Section [4](#efs25211-sec-0011){ref-type="sec"}).

9.2. Critical areas of concern {#efs25211-sec-0020}
------------------------------

An issue is listed as a critical area of concern if there is enough information available to perform an assessment for the representative uses in line with the uniform principles in accordance with Article 29(6) of Regulation (EC) No 1107/2009 and as set out in Commission Regulation (EU) No 546/2011, and if this assessment does not permit the conclusion that, for at least one of the representative uses, it may be expected that a plant protection product containing the active substance will not have any harmful effect on human or animal health or on groundwater, or any unacceptable influence on the environment.

An issue is also listed as a critical area of concern if the assessment at the higher tier level could not be finalised due to lack of information, and if the assessment performed at the lower tier level does not permit the conclusion that, for at least one of the representative uses, it may be expected that a plant protection product containing the active substance will not have any harmful effect on human or animal health or on groundwater, or any unacceptable influence on the environment.

An issue is also listed as a critical area of concern if, in the light of current scientific and technical knowledge using guidance documents available at the time of application, the active substance is not expected to meet the approval criteria provided for in Article 4 of Regulation (EC) No 1107/2009. The technical material specification (either the original or the newly proposed one) was not comparable to the material used in the testing that was used to derive the (eco)toxicological reference values (see Sections [2](#efs25211-sec-0007){ref-type="sec"} and [5](#efs25211-sec-0012){ref-type="sec"}).Based on provisional PEC~gw~ calculations the groundwater metabolite M656PH051, that is considered toxicologically relevant for groundwater based on the available data, is indicated to be above the parametric drinking water limit of 0.1 μg/L in vulnerable groundwater situations represented by the geoclimatic situations of all the relevant FOCUS groundwater scenarios for all the representative uses (see Sections [2](#efs25211-sec-0007){ref-type="sec"} and [4](#efs25211-sec-0011){ref-type="sec"}).

9.3. Overview of the concerns identified for each representative use considered {#efs25211-sec-0021}
-------------------------------------------------------------------------------

(If a particular condition proposed to be taken into account to manage an identified risk, as listed in Section [8](#efs25211-sec-0016){ref-type="sec"}, has been evaluated as being effective, then 'risk identified' is not indicated in Table [5](#efs25211-tbl-0005){ref-type="table"}.)

All columns are grey, as the technical material specification proposed was not comparable to the material used in the testing that was used to derive the (eco)toxicological reference values.

###### 

Overview of concerns

  Representative use                                                         Maize/sweet corn pre‐emergence    Maize/sweet corn post‐emergence            Soya beans                                 Sunflower                                  Oilseed rape pre‐emergence                 
  -------------------------------------------------------------------------- --------------------------------- ------------------------------------------ ------------------------------------------ ------------------------------------------ ------------------------------------------ --------------------
  **Operator risk**                                                          Risk identified                                                                                                                                                                                                
  Assessment not finalised                                                                                                                                                                                                                                                                 
  **Worker risk**                                                            Risk identified                                                                                                                                                                                                
  Assessment not finalised                                                                                                                                                                                                                                                                 
  **Bystander risk**                                                         Risk identified                                                                                                                                                                                                
  Assessment not finalised                                                                                                                                                                                                                                                                 
  **Resident risk**                                                          Risk identified                   X[a](#efs25211-note-0009){ref-type="fn"}   X[a](#efs25211-note-0009){ref-type="fn"}   X[a](#efs25211-note-0009){ref-type="fn"}   X[a](#efs25211-note-0009){ref-type="fn"}    
  Assessment not finalised                                                                                                                                                                                                                                                                 
  **Consumer risk**                                                          Risk identified                                                                                                                                                                                                
  Assessment not finalised                                                   X^2,5^                            X^2,5^                                     X^2,5^                                     X^2,5^                                     X^2,5^                                     
  **Risk to wild non‐target terrestrial vertebrates**                        Risk identified                                                              X                                                                                                                                 
  Assessment not finalised                                                                                                                                                                                                                                                                 
  **Risk to wild non‐target terrestrial organisms other than vertebrates**   Risk identified                                                                                                                                                                                                
  Assessment not finalised                                                                                                                                                                                                                                                                 
  **Risk to aquatic organisms**                                              Risk identified                   1/8 FOCUS scenario                         2/8 FOCUS scenarios                        1/2 FOCUS scenario                         2/4 FOCUS scenarios                        1/6 FOCUS scenario
  Assessment not finalised                                                                                                                                                                                                                                                                 
  **Groundwater exposure to active substance**                               Legal parametric value breached                                                                                                                                                                                
  Assessment not finalised                                                                                                                                                                                                                                                                 
  **Groundwater exposure to metabolites**                                    Legal parametric value breached   X^8^                                       X^8^                                       X^8^                                       X^8^                                       X^8^
  Parametric value of 10 μg/L breached                                       2/8 FOCUS scenario                1/8 FOCUS scenario                                                                                                               1/6 FOCUS scenario                         
  Assessment not finalised                                                   X^3^                              X^3^                                       X^3^                                       X^3^                                       X^3^                                       

+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| Representative use                                                              | Oilseed rape post‐emergence     | Sugar beet pre‐emergence | Sugar beet post‐emergence                | Sugar beet post‐emergence 2 applications/year | Sugar beet post‐emergence                |                                          |
|                                                                                 |                                 |                          |                                          |                                               |                                          |                                          |
|                                                                                 |                                 | 1 × 720 g a.s/ha         | 1 × 720 g a.s/ha                         |                                               | 3 applications/year                      |                                          |
+=================================================================================+=================================+==========================+==========================================+===============================================+==========================================+==========================================+
| **Operator risk**                                                               | Risk identified                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| Assessment not finalised                                                        |                                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| **Worker risk**                                                                 | Risk identified                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| Assessment not finalised                                                        |                                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| **Bystander risk**                                                              | Risk identified                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| Assessment not finalised                                                        |                                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| **Resident risk**                                                               | Risk identified                 |                          | X[a](#efs25211-note-0009){ref-type="fn"} | X[a](#efs25211-note-0009){ref-type="fn"}      | X[a](#efs25211-note-0009){ref-type="fn"} | X[a](#efs25211-note-0009){ref-type="fn"} |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| Assessment not finalised                                                        |                                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| **Consumer risk**                                                               | Risk identified                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| Assessment not finalised                                                        | X^2,5^                          | X^2,5^                   | X^2,5^                                   | X^2,5^                                        | X^2,5^                                   |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| **Risk to wild non‐target terrestrial vertebrates**                             | Risk identified                 |                          |                                          | X                                             | X                                        |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| Assessment not finalised                                                        |                                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| **Risk to wild non‐target terrestrial organisms other than vertebrates**        | Risk identified                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| Assessment not finalised                                                        |                                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| **Risk to aquatic organisms**                                                   | Risk identified                 | 1/6 FOCUS scenario       | 2/4 FOCUS scenarios                      |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| Assessment not finalised                                                        |                                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| **Groundwater exposure to active substance**                                    | Legal parametric value breached |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| Assessment not finalised                                                        |                                 |                          |                                          |                                               |                                          |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| **Groundwater exposure to metabolites** [b](#efs25211-note-0010){ref-type="fn"} | Legal parametric value breached | X^8^                     | X^8^                                     | X^8^                                          | X^8^                                     | X^8^                                     |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| Parametric value of 10 μg/L breached                                            |                                 |                          | 1/9 FOCUS scenario                       | 1/9 FOCUS scenario                            | 1/9 FOCUS scenario                       |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+
| Assessment not finalised                                                        | X^3^                            | X^3^                     | X^3^                                     | X^3^                                          | X^3^                                     |                                          |
+---------------------------------------------------------------------------------+---------------------------------+--------------------------+------------------------------------------+-----------------------------------------------+------------------------------------------+------------------------------------------+

Columns are grey if no safe use can be identified. The superscript numbers relate to the numbered points indicated in Sections [9.1](#efs25211-sec-0019){ref-type="sec"} and [9.2](#efs25211-sec-0020){ref-type="sec"}. Where there is no superscript number, see Sections [2](#efs25211-sec-0007){ref-type="sec"}--[6](#efs25211-sec-0013){ref-type="sec"} for further information.

Children, according to Tier 1 assessment using the EFSA calculator.

For the representative use on sugar beet with pre‐emergence application, conclusions on groundwater exposure to metabolites are based on one application every third year (Tier 2b).

John Wiley & Sons, Ltd

Abbreviations {#efs25211-sec-0022}
=============

a.s.active substanceAAOELacute acceptable operator exposure levelADIacceptable daily intakeAOELacceptable operator exposure levelARapplied radioactivityARfDacute reference dosebwbody weightCLPclassification, labelling and packagingDARdraft assessment reportDegT~50wat~degradation half‐lives in waterDegT~50sed~degradation half‐lives in sedimentDT~50~period required for 50% dissipation (define method of estimation)DT~90~period required for 90% dissipation (define method of estimation)ECHAEuropean Chemicals AgencyEDendocrine‐disruptingEECEuropean Economic CommunityFAOFood and Agriculture Organization of the United NationsFIDflame ionisation detectorFOCUSForum for the Co‐ordination of Pesticide Fate Models and their UseGAPGood Agricultural PracticeGCgas chromatographyHPLChigh‐pressure liquid chromatography or high‐performance liquid chromatographyHPLC--MShigh‐pressure liquid chromatography--mass spectrometryIESTIinternational estimated short‐term intakeISOInternational Organization for StandardizationIUPACInternational Union of Pure and Applied ChemistryivintravenousJMPRJoint Meeting of the FAO Panel of Experts on Pesticide Residues in Food and the Environment and the WHO Expert Group on Pesticide Residues (Joint Meeting on Pesticide Residues)K~Foc~Freundlich organic carbon adsorption coefficientLC~50~lethal concentration, medianLC--MS/MSliquid chromatography with tandem mass spectrometryLOAELlowest observable adverse effect levelLOQlimit of quantificationMRLmaximum residue levelMSmass spectrometryMWHCmaximum water‐holding capacityNEUnorthern EuropeNOAELno observed adverse effect levelNRUneutral red (weak cationic dye) uptakeOECDOrganisation for Economic Co‐operation and DevelopmentPBIplant‐back intervalPECpredicted environmental concentrationPEC~gw~predicted environmental concentration in groundwaterPEC~sed~predicted environmental concentration in sedimentPEC~sw~predicted environmental concentration in surface waterPPEpersonal protective equipmentPTphototoxicityQSARquantitative structure--activity relationshipQuEChERSQuick, Easy, Cheap, Effective, Rugged, and SafeRACregulatory acceptable concentrationsRARRenewal Assessment ReportREACHRegistration, Evaluation, Authorisation of Chemicals RegulationRMSrapporteur Member StateSANCODirectorate‐General for Health and ConsumersSEsuspo‐emulsionSEUsouthern EuropeSFOsingle first‐orderSMILESsimplified molecular‐input line‐entry systemSSDspecies sensitivity distributionSSD‐RACspecies sensitivity distribution‐regulatory acceptable concentrationsTCE1,1,1,2‐tetrachloroethaneTMDItheoretical maximum daily intakeToxCAST(US EPA) Toxicity ForecasterTRRtotal radioactive residueUFuncertainty factorUVBUltraviolet BWHOWorld Health Organization

Appendix A -- List of end points for the active substance and the representative formulation {#efs25211-sec-1001}
============================================================================================

 {#efs25211-sec-0023}

Appendix A can be found in the online version of this output ('Supporting information' section): <https://doi.org/10.2903/j.efsa.2018.5211>

Appendix B -- Used compound codes {#efs25211-sec-1002}
=================================

 {#efs25211-sec-0024}

Code/Trivial name[a](#efs25211-note-1011){ref-type="fn"}IUPAC name/SMILES notation/InChiKey[b](#efs25211-note-1013){ref-type="fn"}Structural formula[b](#efs25211-note-1013){ref-type="fn"}**Dimethenamid‐P**(*S*)‐2‐chloro‐*N*‐(2,4‐dimethyl‐3‐thienyl)‐*N*‐(2‐methoxy‐1‐methylethyl)acetamide Cc1csc(C)c1N(C(=O)CCl)\[C@\@H\](C)COC JLYFCTQDENRSOL‐VIFPVBQESA‐N![](EFS2-16-e05211-g001.jpg "image")**Dimethenamid**(*RS*)‐2‐chloro‐*N*‐(2,4‐dimethyl‐3‐thienyl)‐*N*‐(2‐methoxy‐1‐methylethyl)acetamide Cc1csc(C)c1N(C(C)COC)C(=O)CCl JLYFCTQDENRSOL‐UHFFFAOYSA‐N![](EFS2-16-e05211-g002.jpg "image")**M656PH003** (M3)*N*‐(2,4‐dimethylthiophen‐3‐yl)‐*N*‐\[(2*S*)‐1‐methoxypropan‐2‐yl\]acetamide Cc1csc(C)c1N(\[C@\@H\](C)COC)C(C)=O PGKPDEIKVDIQSC‐VIFPVBQESA‐N![](EFS2-16-e05211-g003.jpg "image")**M656PH007**2‐chloro‐*N*‐(2,4‐dimethylthiophen‐3‐yl)‐*N*‐\[(2*RS*)‐1‐hydroxypropan‐2‐yl\]acetamide Cc1csc(C)c1N(C(C)CO)C(=O)CCl QRZFKPXIDNWPAN‐UHFFFAOYSA‐N![](EFS2-16-e05211-g004.jpg "image")**M656PH010** (M10)*N*‐(2,4‐dimethylthiophen‐3‐yl)‐2‐(methanesulfonyl)‐*N*‐\[(2*S*)‐1‐methoxypropan‐2‐yl\]acetamide Cc1csc(C)c1N(\[C@\@H\](C)COC)C(=O)CS(C)(=O)=O DVGZUSDCCSDHBY‐JTQLQIEISA‐N![](EFS2-16-e05211-g005.jpg "image")**M656PH011** (M11)*N*‐(2,4‐dimethylthiophen‐3‐yl)‐2‐hydroxy‐*N*‐(1‐methoxypropan‐2‐yl)acetamide Cc1csc(C)c1N(C(C)COC)C(=O)CO XVDHGNBVOSOGPG‐UHFFFAOYSA‐N![](EFS2-16-e05211-g006.jpg "image")**M656PH014** (M14)*N*‐(2,4‐dimethylthiophen‐3‐yl)‐*N*‐\[(2*S*)‐1‐hydroxypropan‐2‐yl\]‐2‐(methanesulfonyl)acetamide Cc1csc(C)c1N(\[C@\@H\](C)CO)C(=O)CS(C)(=O)=O QYHYLQWZXSDNRD‐VIFPVBQESA‐N![](EFS2-16-e05211-g007.jpg "image")**M656PH023** (M23){(2,4‐dimethylthiophen‐3‐yl)\[(2*S*)‐1‐methoxypropan‐2‐yl\]amino}(oxo)acetic acid Cc1csc(C)c1N(\[C@\@H\](C)COC)C(=O)C(=O)O HOYCASTVMCEOTP‐QMMMGPOBSA‐N![](EFS2-16-e05211-g008.jpg "image")**M656PH025** (M25)*S*‐(2‐{(2,4‐dimethylthiophen‐3‐yl)\[(2*S*)‐1‐methoxypropan‐2‐yl\]amino}‐2‐oxoethyl)‐[dl]{.smallcaps}‐cysteine Cc1csc(C)c1N(\[C@\@H\](C)COC)C(=O)CSCC(N)C(=O)O![](EFS2-16-e05211-g009.jpg "image")**M656H026** (M26)(2*RS*)‐3‐\[(2‐{(2,4‐dimethylthiophen‐3‐yl)\[(2*S*)‐1‐methoxypropan‐2‐yl\]amino}‐2‐oxoethyl)sulfanyl\]‐2‐hydroxypropanoic acid Cc1csc(C)c1N(\[C@\@H\](C)COC)C(=O)CSCC(O)C(=O)O OKPJQTTWYFCQOX‐NUHJPDEHSA‐N![](EFS2-16-e05211-g010.jpg "image")**M656PH027** (M27)2‐{(2,4‐dimethylthiophen‐3‐yl)\[(2*S*)‐1‐methoxypropan‐2‐yl\]amino}‐2‐oxoethane‐1‐sulfonic acid Cc1csc(C)c1N(\[C@\@H\](C)COC)C(=O)CS(=O)(=O)O YMYKMSAZEZQEER‐VIFPVBQESA‐N![](EFS2-16-e05211-g011.jpg "image")**M656PH030** (M30)(2*RS*)‐3‐(2‐{(2,4‐dimethylthiophen‐3‐yl)\[(2*S*)‐1‐methoxypropan‐2‐yl\]amino}‐2‐oxoethanesulfinyl)‐2‐hydroxypropanoic acid Cc1csc(C)c1N(\[C@\@H\](C)COC)C(=O)CS(=O)CC(O)C(=O)O NBJGYUYXYOIYKS‐WJGGQSTASA‐N![](EFS2-16-e05211-g012.jpg "image")**M656PH031** (M31)(2‐{(2,4‐dimethylthiophen‐3‐yl)\[(2*S*)‐1‐methoxypropan‐2‐yl\]amino}‐2‐oxoethanesulfinyl)acetic acid Cc1csc(C)c1N(\[C@\@H\](C)COC)C(=O)CS(=O)CC(=O)O RZFZJWSRFOHTAL‐USNSHUAOSA‐N![](EFS2-16-e05211-g013.jpg "image")**M656PH032** (M32)\[(2‐{(2,4‐dimethylthiophen‐3‐yl)\[(2*S*)‐1‐methoxypropan‐2‐yl\]amino}‐2‐oxoethyl)sulfanyl\]acetic acid Cc1csc(C)c1N(\[C@\@H\](C)COC)C(=O)CSCC(=O)O ADVBUHVIHDMZRT‐JTQLQIEISA‐N![](EFS2-16-e05211-g014.jpg "image")**M656PH040** (M40)*N*‐(2,4‐dimethylthiophen‐3‐yl)‐2‐(β‐[d]{.smallcaps}‐glucopyranosyloxy)‐*N*‐(1‐methoxypropan‐2‐yl)acetamide Cc2csc(C)c2N(C(C)COC)C(=O)CO\[C@\@H\]1O\[C\@H\](CO)\[C@\@H\](O)\[C\@H\](O)\[C\@H\]1O UUKZECCOXBPPAK‐UVWNIPEHSA‐N![](EFS2-16-e05211-g015.jpg "image")**M656PH043** (M43)3‐{(hydroxyacetyl)\[(2*S*)‐1‐methoxypropan‐2‐yl\]amino}‐4‐methylthiophene‐2‐carboxylic acid Cc1csc(c1N(\[C@\@H\](C)COC)C(=O)CO)C(=O)O AUZVZBXPUAVPFW‐QMMMGPOBSA‐N![](EFS2-16-e05211-g016.jpg "image")**M656PH045** (M45)3‐{\[(2*S*)‐1‐methoxypropan‐2‐yl\](oxalo)amino}‐4‐methylthiophene‐2‐carboxylic acid Cc1csc(c1N(\[C@\@H\](C)COC)C(=O)C(=O)O)C(=O)O BNBJEUVTHUPHQI‐ZETCQYMHSA‐N![](EFS2-16-e05211-g017.jpg "image")**M656PH047** (M47)(2*E*)‐3‐{\[(2*S*)‐1‐methoxypropan‐2‐yl\](oxalo)amino}‐2‐methyl‐4‐oxopent‐2‐enoic acid Cc1csc(c1N(\[C@\@H\](C)COC)C(=O)CS(=O)(=O)O)C(=O)O WLWHUCDRTGMQHK‐QMMMGPOBSA‐N![](EFS2-16-e05211-g018.jpg "image")**M656PH049** (M49)(*E*)‐3‐\[\[(1*S*)‐2‐methoxy‐1‐methyl‐ethyl\]‐oxalo‐amino\]‐2‐methyl‐4‐oxo‐pent‐2‐enoic acid C\[C@\@H\](COC)N(\\C(=C(/C)C(=O)O)C(C)=O)C(=O)C(=O)O MUSHIGJCJGISIT‐OQHQPDIQSA‐N![](EFS2-16-e05211-g019.jpg "image")**M656PH050** (M50){(2,4‐dimethylthiophen‐3‐yl)\[(2*S*)‐1‐hydroxypropan‐2‐yl\]amino}(oxo)acetic acid Cc1csc(C)c1N(\[C@\@H\](C)CO)C(=O)C(=O)O CZHWDJKGHNPWML‐ZETCQYMHSA‐N![](EFS2-16-e05211-g020.jpg "image")**M656PH051** (M51)(2‐{(2,4‐dimethylthiophen‐3‐yl)\[(2S)‐1‐methoxypropan‐2‐yl\]amino}‐2‐oxoethanesulfonyl)acetic acid Cc1csc(C)c1N(\[C@\@H\](C)COC)C(=O)CS(=O)(=O)CC(=O)O HAYROKQBCQLNEL‐JTQLQIEISA‐N![](EFS2-16-e05211-g021.jpg "image")**M656PH052** (M52)(2*E*)‐3‐{\[(2*S*)‐1‐methoxypropan‐2‐yl\](sulfoacetyl)amino}‐2‐methyl‐4‐oxopent‐2‐enoic acid O=C(CS(=O)(=O)O)N(\[C@\@H\](C)COC)\\C(=C(/C)C(=O)O)C(C)=O YOJGLPIJNSTKBH‐AHHRJZGPSA‐N![](EFS2-16-e05211-g022.jpg "image")**M656PH053** (M53)2‐{\[4‐(hydroxymethyl)‐2‐methylidene‐5‐oxo‐2,5‐dihydrothiophen‐3‐yl\]\[(2*S*)‐1‐methoxypropan‐2‐yl\]amino}‐2‐oxoethane‐1‐sulfonic acid OCC1 = C(N(C(=O)CS(=O)(=O)O)\[C@\@H\](C)COC)C(=C)SC1 = O OEBWWKGTSPPUTI‐ZETCQYMHSA‐N![](EFS2-16-e05211-g023.jpg "image")**M656PH054** (M54)*N*‐(2,4‐dimethylthiophen‐3‐yl)‐*N*‐(sulfoacetyl)‐L‐alanine C\[C\@H\](N(c1c(C)scc1C)C(=O)CS(=O)(=O)O)C(=O)O ITZKNNMWYPNTNK‐ZETCQYMHSA‐N![](EFS2-16-e05211-g024.jpg "image")**M656H055** (M55)2‐\[(2,4‐dimethylthiophen‐3‐yl)amino\]‐2‐oxoethane‐1‐sulfonic acid O=C(Nc1c(C)scc1C)CS(=O)(=O)O DSKJROJWGCOYTQ‐UHFFFAOYSA‐N![](EFS2-16-e05211-g025.jpg "image")**M656PH059** (M59)2‐{\[(2*S*)‐1‐methoxypropan‐2‐yl\](4‐methyl‐2‐methylidene‐5‐oxo‐2,5‐dihydrothiophen‐3‐yl)amino}‐2‐oxoethane‐1‐sulfonic acid CC1 = C(N(\[C@\@H\](C)COC)C(=O)CS(=O)(=O)O)C(=C)SC1 = O PDGWYBOXMLEBLM‐ZETCQYMHSA‐N![](EFS2-16-e05211-g026.jpg "image")**M656PH062** (M62)3‐{\[(2*S*)‐1‐methoxypropan‐2‐yl\]amino}‐4‐methylthiophene‐2‐carboxylic acid Cc1csc(c1N\[C@\@H\](C)COC)C(=O)O IVVYLWLDXBMKSA‐ZETCQYMHSA‐N![](EFS2-16-e05211-g027.jpg "image")**M656PH081** (M81)*N*‐(2,4‐dimethylthiophen‐3‐yl)‐*N*‐\[(2*S*)‐1‐([d]{.smallcaps}‐glucopyranosyloxy)propan‐2‐yl\]‐2‐(methanesulfonyl)acetamide Cc2csc(C)c2N(\[C@\@H\](C)COC1O\[C\@H\](CO)\[C@\@H\](O)\[C\@H\](O)\[C\@H\]1O)C(=O)CS(C)(=O)=O QGEUHHIXWGZNIF‐LQWZBLJWSA‐N![](EFS2-16-e05211-g028.jpg "image")**M656PH096** (M96)(2*S*)‐2‐{(2,4‐dimethylthiophen‐3‐yl)\[(methanesulfonyl)acetyl\]amino}propyl b‐[d]{.smallcaps}‐glucopyranosiduronic acid Cc2csc(C)c2N(\[C@\@H\](C)CO\[C@\@H\]1O\[C\@H\](C(=O)O)\[C@\@H\](O)\[C\@H\](O)\[C\@H\]1O)C(=O)CS(C)(=O)=O IMQCTWPGRFRSQB‐DPMNGJNMSA‐N![](EFS2-16-e05211-g029.jpg "image")**M656PH098** (M98)(2*S*)‐2‐{\[(methanesulfinyl)acetyl\](4‐methylthiophen‐3‐yl)amino}propyl b‐[d]{.smallcaps}‐glucopyranosiduronic acid CS(=O)CC(=O)N(\[C@\@H\](C)CO\[C@\@H\]1O\[C\@H\](C(=O)O)\[C@\@H\](O)\[C\@H\](O)\[C\@H\]1O)c2cscc2C OIUDILBYBHMHED‐LVSLEBIKSA‐N![](EFS2-16-e05211-g030.jpg "image")[^1][^2][^3][^4]
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======================

###### 

List of end points for the active substance and the representative formulation

###### 

Click here for additional data file.

Commission Implementing Regulation (EU) No 844/2012 of 18 September 2012 setting out the provisions necessary for the implementation of the renewal procedure for active substances, as provided for in Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the placing of plant protection products on the market. OJ L 252, 19.9.2012, p. 26--32.

Regulation (EC) No 1107/2009 of 21 October 2009 of the European Parliament and of the Council concerning the placing of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC. OJ L 309, 24.11.2009, p. 1--50.

Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23 February 2005 on maximum residue levels of pesticides in or on food and feed of plant and animal origin and amending Council Directive 91/414/EEC. OJ L 70, 16.3.2005, p. 1--16.

Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC. ELI: <http://data.europa.eu/eli/reg/2006/1907/2014-04-10>

Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification, labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006. OJ L 353, 31.12.2008, p. 1--1355.

It should be noted that harmonised classification and labelling is formally proposed and decided in accordance with Regulation (EC) No 1272/2008.

Commission Regulation (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards uniform principles for evaluation and authorisation of plant protection products. OJ L 155, 11.6.2011, p. 127--175.

[^1]: IUPAC: International Union of Pure and Applied Chemistry; SMILES: simplified molecular‐input line‐entry system.

[^2]: The compound name in bold is the name used in the conclusion.

[^3]: ACD/ChemSketch 2015 ACD/Labs 2015 Release (File version C10H41, Build 75059, 17 December 2014).

[^4]: ACD/Name 2015 ACD/Labs 2015 Release (File version N20E41, Build 75170, 19 December 2014).
